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EnvirOx, LLC. " " .
1938 E: Fairchild Street
Danvﬂ[e TL 61382

AGENT ChemReg [ntematlonal LLC

1990 Old Bridge Road, Suite 201

Lake Ridge, VA 22192-2383

: .Att'enfi(m' 1 auinc' Pdlizzi

Subject I‘IZOrang_ge2 Concentratlon 117

-EPA Reglstrauon No. 69268- 2
* Your Nonﬁ;anon Dated Juve 7, 2005, -

JUNBO0 2005

This will acknowledge receipt of your notification to remove “or more” from the following -

~ sentences under the Directions for Use: ™

when used as directed as a sanitizer, kills ©9.99% -

- from the foilowmg . -and “when used as directed as a wruclde HzOrangez Concentrate 117 krlls

the: fo!lomng viruses'in S miinutes...

*, submitted-under the provisions of FIFRA Section 3(0)(9) . |

Based ona rewew of the submltted materlal, the follomng comments apply ST

z

The \Iohﬁcatlon is in comphance with PR Notlce 98 lO and is acceptable This mformanon

has been added to your file.

If you have any questzons concenung this Jetter pleasc contact Martha Terry at (703) 308-

6217,
~ Sincerely,
Product Manager (33) ‘
- " “Regulatory Management Branch 1
'_-Antimcrobials Division (7510C) -
: E-d!;dluzuces' . - -
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MASTER LABEL

DEODORIZING

For general deodorizing, use 2 parts H;Orange; Concentrate 117 per 126 parts of cold tap water (2 oz /
galion). Apply to hard, non-porous surfaces to eliminate generally offensive odors. For effective, high level,
deodorizing, use 10 parts H,Orange; Concentrate 117 to 118 (10 oz / gallon) parts of cold tap water. Apply to
hard, non-porous surface thoroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy
dressing and bag changes, and other spills such as urine or fecal matter; smoke or soot deposits, industrial
plant processes, mildew and mold stains, and surfaces in musty closets.

CLEANING SOLUTION DELUTIONS & APPLICATIONS

LIGHT DUTY (1 Oz / gal) GREEN (bottle or label)
Streak free window, mirror and stainless steel cleaning
General floor cleaner for mopping & auto scrubbers
Bonnet cleaning solution for carpets

Light wipe down cleaner

GENERAL PURPOSE (2 Oz / gal} BLUE (bottle or label)
General wipe down cleaner '
Mopping solution for Bathroom and Kitchen floors

General carpet spot remover

HEAVY DUTY (10 Oz / gal) RED (bottle or label)
Bathroom, shower room, tile & grout cleaner

Urine and garbage odor eliminator

Pre-spray for carpet extraction

General degreaser

Heavy soil wipe down cleaner

Heavy carpet spot remover

Cleans Motd & mildew stains

SUPER DUTY (2448 Oz / gal) PURPLE (bottle or label)
Renovation of tile & grout surfaces

Difficult unine & garbage odor destruction

Scuff marks and stubborn stains

Cleans heavy mold & mildew stains

OPTIONAL MARKETING STATEMENTS: (one or mere or none of the following may appear)
New! (for first 6 months only)

Registered for control of [Hepatitis B Virus)/[HBV]

Registered to kill [Hepatitis B Virus)/[[HBV)

Starburst design as graphic which may contain the optional marketing statement(s): eg,

ESL: 1/13/2005
Notif: 4/18/2005, 4/25/2008, 6/07/2005




MASTER LABEL

DIRECTIONS FOR USE
It is violation of Federal law to use this product it a manner inconsistent with its labeling.

H;Orange, Coneentrate 117, when used as directed as a sanitizer, kills 99.99% ermere-of the following:
Staphylacoccus aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Psewdomonas aeruinosa,
Streptococcus faecalis, and Escherichia coli. When used as directed as a virucide, H;Orange, Concentrate 117
kills the following viruses in 5 minutes grrmere-at room temperature (20+/-1° C): Herpes simplex virus Type
2, Influenza A2/)apan, HBV (Hepatitis B Virus) and HTV-1 {Human Immunodeficiency Virus). To insure that
all bacterial and viral agents are killed as stated, use 10 oz. of product concentrate per gallon of cold tap
water.

CLEANING AND SANITIZING: Using the appropriate cleaning solution for the type of surface to be
treated, thoroughly clean the surface, allow to air dry. If needed use additional solution. Replace mop-bucket
solution daily.

TO USE AS A SANITIZER AND VIRUCIDE IN BATHROOMS: Add 10 oz. of product concentrate per
gallon of cold tap water for sinks, faucets, counters, urinats, toilets (non-water covered surfaces) and all hand
contact surfaces as well as walls, stalls and floors where urine and soils build up. Replace mop-bucket
solution daily. Follow instructions for inanimate, hard, non-porous surfaces.

TO USE AS A SANITIZER AND VIRUCIDE ON INANIMATE, BARD, NON-POROUS SURFACES:
Add 10 ounces of product concentrate per gallon of cold tap water. Apply solution liberally to pre<leaned
hard surfaces, with a spray bottle, pump up pressure sprayer with a coarse spray, cloth, sponge or mop. Aliow
surface to remain wet for 5 minutes, then, either allow to air dry or wipe dry to remove excess liquid. Heavily
soiled surfaces should be pre-cleaned with the same selution. Replace mop-bucket solution daily.

HIV-1 and HBV: To kili HIV-1 in 5 minutes at room temperature (20-25°C ) on precleaned environmental
surfaces/objects previously soiled with blood/body fluids at a concentration of 1 oz / gallon (1 part of
HiOrange,; Concentrate |17 per 127 parts of cold tap water). To kill HBV in 5 minutes at room temperature
{20-25°C ) on precleaned environmental surfaces/objects previously soiled with blood/body fluids at a
concentration of 10 oz / gallon. For use in health care scitings or other settings in which there is an expected
likelihood of soiling of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects
likely to be soiled with blood or body fluids can be associated with the potential for transmission of human
immunodeficiency virus Type [ (HIV-1 Associated with AIDS) or HBV (Hepatitis B Virus).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HBV
(HEPATITIS B VIRUS) AND HIV-1 (HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF
SURFACES/OBJECTS SOILED WITH BLOOD/BODY FLUIDS:

Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye
coverings.

Cleaning Procedure: Blood and other body fluids must be thoroughly cleancd from surfaces and objects
before application of diluted product using the Heavy or Super Duty Cleaning Solution.

Contzact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz / galton, with
both organic loed and when diluted in hard water (up to 400 ppm hardness), use the recommended contact
time for sanntization and virucidal activity as given on this label. For HBV, use concentration of 10 oz/gallon
and leave surfaces wet for 5 minutes.

Infections Materials Disposal: Cleaning materials that may contain biood and other body fluids should be
disposed of by autoclaving or as directed by the facility safety officer.




MASTER LABEL

DEODORIZING .

For general deodorizing, use 2 parts H;Orange, Concentrate 117 per 126 parts of cold tap water (2 oz /
gallon). Apply to hard, non-porous surfaces to eliminate generally offensive odors. For effective, high level,
deodorizing, use 10 parts H;Orange, Concentrate 117 to 118 (10 oz / gallon) parts of cold tap water. Apply to
hard, nor-porous surface thoroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy
dressing and bag changes, and other spills such as urine or fecal matter; smoke or soot deposits, industrial
plant processes, mildew and mold stains, and surfeces in musty closets.

CLEANING SOLUTION DILUTIONS & APPLICATIONS

LIGHT DUTY (1 Oz / gal) GREEN (bottle or label)
Streak froc window, mirror and stainless steel cleaning
General floor cleaner for mopping & auto scrubbers
Bonnet cleaning solution for carpets

Light wipe down cleaner

GENERAL PURPOSE (2 Oz / gal) BLUE (bottle or label)
General wipe down cleaner

Mopping solution for Bathroom and Kitchen floors
General carpet spot remover

HEAVY DUTY (10 Oz / gal) RED (bottle or label)
Bathroom, shower room, tile £ grout cleaner

Urine and garbage odor eliminator

Pre-spray for carpet extraction

General degreaser

Heavy soil wipe down cleaner

Heavy carpet spot remover
Cleans Mold & mildew stains

SUPER DUTY (24-48 Oz / gal) PURPLE (bottle or label)
Renovation of tile & grout surfaces

Difficult urine & garbage odor destruction

Scuff marks and stubbom stains

Cleans heavy mold & mildew stains

OPTIONAL MARKETING STATEMENTS: (one or more or none of the following may appear)
New! (for first 6 months only)

Registered for control of [Hepatitis B Virus)/[HBV]

Registered to kili [Hepatitis B Virus)/[HBV]

Starburst design as graphic which may contain the optional marketing statement(s): eg,

ESL: /132005
Noiif: 4/18/2005, 4/25/2005, 6/07/2005
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APR 2 ¢ x5
Connie Welch

Agent for Envirox, LLC

c/o ChemReg International

1990 Old Bridge Road, Suite 201 .
Lake Ridge, VA 22192-2383

Suhject:_ | H20range2 Concentrate 11‘7
: - EPA Reg. No. 69268-2
Notification Dated 4!18!05

The notification referred 1o above, submztted in connection wuth registration under the Federal
Insccticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to change “Replace solution
daily” with “Replace mop-bucket solution daily”, to provide an additional container size of one
quart, and to revise the “First Aid” staiemenis as required by PR Notice 2001-1, is acceptable.

Your notiﬁcation has been made -a partidf the pbrman'eht rei:or'dS f'or this file. . R Sl

If you have any questions about the comments in tlns letter, please feel frec to contact T ony Kish .
at 703-308-9443, or myself at 703-308-6341. '

- Product ager Team 33,
- Regulatory Management Branch |
Antimicrobials Diviston (7510C)




INTRENATIONAL,

LG

1990 OLD BRIDGE ROAD, SUITE 201
LAKE RIDGE, VIRGINIA 22192-2383

DIR¥CT: 703-492-2717 E-MaiL: polizzi@chemreg.enm

Mav:  703-492-0345 WEL S1TES: www.chcmrcg.c(_im
Fux: 703-492-006G8 www.peslicide. net

JANINE M. POlLizz1
April 18, 2005

Dacument Processing Desk (NOTIF)

LLS. Environmeutrl Proteclion Agency {7504C)
Office of Pesricide Pragrams

Roum 266A, Crystal Mall 2

1801 Soutl: Bell Streen

Arlington, VA 22202-4501

Aln: Marshal] Swindelt (PM 33)

Re: H.QRANGE: CONCENTRATE 117, EPA Reg. No. 69268-2
Notifieation per PR 98-10 for Other Revisions
Drear Marshall:

On behalf of gur client, EnvirOx, LLC, we are submitling the enclosed notilication under PR 98-
10 {Secuon LLN} {or the above product. For product stewardship purposes, we are clanfving the siatement,
“Replace solupion daily "with "Replace mop-bucket solution dailv™.

in addition, we are rotifying that this product wil) be sold in an additional container size— one
quan. e fabeling sintemeints any upaffected by this change.

Finally, we have revised the First Aid Statement per PR Notice 20011,

Eucloscd plesse find EPA Form B570-1. as well as oue (1) copy of the labet with the revisions
highlighted. Please contact me by phone or erenil if there are any quesiions or concems aboul this
nutification.

Sincerely,

Som s

Ianine Poligzi i

cu: Envirdx, LLC

CONSULTANTS 1O SUCCESS™
Over One Himdred and Fifty Yeurs of Combined Expericnce Assisting Chemical, Pesticide,
Bio-Chemical and Life Science Compantes on a Wide Range of Issues, Including Regulatory
Strategicy, Registration, Dotn Support and Compensation, Quality Assurance, Study Design :
: and Scientific Matters. ' N




pprcwad, DM Hp, 2070-0060, Approwal oxpites 53159
. Registration OPP idemfter Hombes

Amandmant

1
Unitod Statos
Environmental Protection Agancy

T 0L 20480

EPA

Application for Pesticide - Section |

1. Company/Product Numbar

3: Proposed Classifcution

ED2E8-2

] 2. EPA Product Manage?
Swinden

4, Campany/Product {Name)
H2Omnped Concentraie 117

Py #

5, Ndme snd Address of Appileant {inchaie Z1P Codm)

6. Expadited Rgviow, In Atoardants with FIF RA Sectan MR3)

P D Moo D Rcstri::l_ei—

EnvirOx LLE [LXi), my p i nfmlar or i | in compasiton and Labeling
1838 E. Fairchiid Straet to:
Domidlle, 1L 61382 EPA Reg No. — e
['T Chech If Ihjs is 3 mow Fddmss Product Name

Section - I

Amendmeni — Exutain below
[ ' Resubmissitn n respornse W Agency leter dated

E} Netification - Explain belee

Final printad labels in msponse 1o

Aaency leher dated
D “Me Too® Applicadan

D Ohef — Expluin bekew

Explanation: Use additong! pagafs) if necessary. (For Secion §ang Sectian (].)
Motificetion of Other Revisians per PR Notkce 38-10, Sedion H (N} and add(Eonal cantainer size. Redss Firal Aid Stalmment per PR Notcr 2001-1.

Tris nolfication is tonsistant wilh tha provisions af PR Mollce 810 and EFA regulations ab 40 CFR 152 46. 2nd no alher changas have beon made
ta the labeding or the confidemla) stulemun! of formuta of this produet. | undesstand that s a violation of 18 U.S .G Sec. 1001 w willfully meka any
Iglsn smiemant 1o EFAC | further undérsiang thg! K s notfication i not consksient with the tenns of PR Nolice 98.10 and 40 CFR 152,48, th
praducd may bo in viclation of FIFRA and | may be sublec to entorcoment dclion and penalbes under sections 12 and 14 of FIFRA,

Section |}

1. Material This Product Will be Packrged In:

Child-Resistanl Packagng Unit Packaging Waler Salutte Packaging 2._Typo of Canmlier
Yes Y Yas Meal
| Plastz
J,
Na Mo Ho Glam
*Cortlfication must Y as” No. por tFYes" No. per Paper
bo submittod Linit Paekaging wgl container | Packnge wrl qordairer Qlker (Spmchiy) .
3. Localion of Nat Cantents Infarmution 4. Sizels) Retail Contxine ’ 5. Locatan of tabel dreciions
Laba Conainer O Label
~ On Lakel pocermpanying grocuct
B. Manned in Which Labal is Affixed o Produs! | -Lithograph [T otres
.| Paper glued
Stemedad
Section IV
1. Conlaci Person {Compleln itenis direcily helow for identificplion of indhiduol tg bo etnitackan, i necassany, 1o proce &5 Inis auplicatian. )
Name Titls Tataphone No. {includs Ares Cooe}
Janine M. Polizz] ChemReg Intemalional, LLG 703-482-2717
CertiNealion " B. Datp Application
f eerlify thal Ibo ezsremenyz § have ingde oo thls form &t all gttarhments thereoto re irae, acruradc aad complric. Recolved
| arkaewicdpr Lhnt ooy knanime!y fabve or miviesdiog may bep hohle by finc er ipmpr nr
both nnysr applicanie law i
2. Samature 3. Tile [siemped)
. s . ChemReg Inlamational, LLC
?”M Authartzed inpresentalvae tor EnviaOx LLE
1 : 2
4. Typed Mama 5. Dar
Janine Polize April 18, 2005
EPA Form 85710 (Hev, A53) Frovious efltions wre obsalste Whilc - EP& Filr Coyy (Ovipimll Yol — Syplicam Copey
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Janine Polizzi : To Tony Kish/ODC/USEPA/US@ERA
<polizzi@chemreg.com>

cc "Connie B. Welch” <welch@chemreg.com>
05/04/2005 03:07 PM

bee
Subject HZORANGE2 CONCENTRATE 117, EPA Reg. No. 69268-2

Dear Tony:

Per your request, we have updated the application and cover letter for the notification for H,
ORANGE, CONCENTRATE 117, EPA Reg. No. 69268-2. The attached cover letter and
application replace those that were emailed on April 25, 2005.

Thank you for your help and for revising the acceptance letter to include changes to the First Aid
Statement.

<<20050404.to EPA Cover and Application. EPA Reg. No. 69268-2.Notif Rev. First Aid, new size, replace
soln daily. pdf>>

Best wishes,

-- Janine

Janine Polizzi, M.S.

ChemReg International, LLC
1990 Old Bridge Road, Suite 201
Lake Ridge, VA 22192

Phone: 703-492-2717
Fax: 703-492-0668
Email: polizzi@chemreg.com <mailto:polizzi@chemreg.com>

Legal Notice: This electronic mail and its attachments are intended solcly for the person (s) to whom they are addressed and may contain
information which is confidential or etherwise protected from disclosure, excepi for the purpose they are intended 1o, Dissemination,
distribution, or reproduction by anyone other than their intended recipients is prohibited and may be ilicgal. If you are not an intended recipient,
please immediaiely inform the sender and send himyher back the present e-mail and its attachments and destroy any copies which may be in your
POSSEESION.

20050404 .to EPA.Cover and Application EFA Reg. No. 69268-2. Motif Rev. Fust Aid, new size, replace soln daily.pd!




Janine Polizzi To Tony Kish/DC/USEPARUS@EPA
<polizzi@chemreg.com>

04/25/200504:10 PM

oC

bce -
. Subject H20RANGEZ CONCENTRATE 117, EPA Reg. No. 63268-2

Dear Tony:

Per your request, we have updated the application, cover letter and label for the notification for H
LORANGE, CONCENTRATE 117, EPA Reg. No. 69268-2. The attached documents replace

those that were hand-delivered on April 18, 2005.
Thank you for assisting us with this application.

Please contact me if you have any questions.
«<<20050425.Label EPA Reg No. 69268-2 .Notif.clarify replace solution and rev. first aid.pgf>>
<<20050425.Cover and Application EPA Reg.No. §9268-2.Notif. Replace Soln and Rev First Aid pdf>>

Best regards,
-- Janine

Janine Polizzi, M.S.

ChemReg Intenational, LLC
1990 Old Bridge Road, Suite 20!
Lake Ridge, VA 22192

Phone: 703-492-2717

Fax: 703-492-0668

Email: polizzi@chemreg.com <mailto:polizzi@chemreg.com>

Legal Notice: This electronic mail and its eitachments are intended solely for the person (s) 10 whom they are addressed and may conlain
information which is confidential or otherwise protecied from disclosure, except for the purpose they are intended to. Dissemination,
distribution, or reproduction by anyone other than their intended cecipients is prohibited and may be iltegal. If you are not an intended recipient,

please immediately inform the sender and send him/her back the present e-mail and its attachments and destroy any copies which may be (n your
possession. .

20050425 Label EPA Reg No. 69268-2 . Natif.claiify replace solution and rev. fust aid pdf

20050425.Cover and Application EPA Aeg No. 59268-2 Natil. Replace Soln and Rev First Aid pdf

¢
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MASTER LABEL

H,ORANGE, CONCENTRATE 117

OXIDIZING MULTI PURPOSE CLEANER, DEGREASER & SANITIZER
(NON-FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR
HARD, NON-POROUS SURFACES

ACTIVE INGREDIENT

Hydrogen peroxide 3.95%
OTHER INGREDIENTS 96.05%
TOTAL- 100.00%

KEEP OQUT OF REACH OF CHILDREN

CAUTION
SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS
EPA Reg. No. 6§9268-2 " EPA Est. No. 69268-1L-001

Envirox, LLC
1938 E. Fairchild St., Danville, IL 61832

NET CONTENTS:

This product is not to be used as a terminal steritant/disinfectant on any surface or instrument that (1) is introduced
directly into the human body, either into or in contact with the bloodsiream or normafly steriie areas of the body, or (2)
contacts intact muceous membranes, but which does not ordinarily penetrate the blood barrier or otherwise enter normally
sterile areas of the body. This product may be used to preciean ar decontaminate critical or semi-critical medical devices
prior o sterilization or high level disinfection.

20




MASTER LABEL

PRECAUTIONARY STATEMENTS - HAZARDS TO HUMAN AND DOMESTIC ANIMALS

CAUTION. Causes moderate eye damage. Harmful if swallowed, absorbed through the skin, or inhated.
Avoid contact with eyes, skin or clathing. Wash thoroughly with soap and water after handling.

After product is diluted in accordance with directions for use, safety glasses or vther gye protection are not
required. Product, after dilution according to directions, is non-irritating.
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STORAGE AND DISPOSAL

IN CASE OF SPILL: Clean up immediatety. Place leaking container in well ventilated area. To clean up
spill, flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural
waterways.

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high
temperatures. Do not exceed storage temperatures of 95°F Best storage temperatures are between 35°F and
85°F. Overheating in storage may result in increased degradation of product, which will decrease product
effectiveness. Keep concentrate away from incompatible materials.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resulting from the use
of this preduct may be disposed of on site or at an approved waste disposal facility.

CONTAINER BISPOSAL: Completely empty container. Do not reuse empty containers. If in piastic bag
with original box discard in trash, sanitary landfill or by incineration, or if allowed by State and Local
Authorities, by burning. [f burned stay out of smoke or if in plastic bottles, triple rinse or equivalent and
recycie,

Questions? Call 1-800-281-9604

“f




MASTER LABEL

DIRECTIONS FOR USE
it is violation of Federal law to use this product in a manner inconsisient with its labeling,

H;Orange, Concentrate 117, when used as directed as a sanitizer, kills $9.99% or more of the following:
Staphylacoccus aureus, Salmonella choleraesuis, Klebsiella preumoniae, Pseudomonas aeruinosa,
Strepiococcus faecalis, and Escherichia coli. When used as directed as a virucide, H;Orange,; Concentrate |17
kills the fellowing viruses in 5 minutes or mere at recom temperature (20+/-1° C): Herpes simplex virus Type
2, Influenza A2/japan, HBV (Hepatitis B Virus) and HIV-1 (Human Immunodeficiency Virus). To insure that
all bacterial and viral agents are killed as stated, use 10 oz. of product concentrate per galton of cold tap
water.

CLEANING AND SANITIZING: Using the appropriate cleaning solution for the type of surface to be
treated, thoroughly clean the surface, allow to air dry. If needed use additional solution. Replace Wop:bicket |
solution daily.

TO USE AS A SANITIZER AND VIRUCIDE IN BATHROOMS: Add 10 oz. of product concentrate per
galion of cold tap water for sinks, favcets, counters, urinals, toilets {non-water covered surfacg_) and afl hand
contact surfaces as well as walis, stalls and floors where urine and sails build up. Replace fiop:buckef I
solution daily. Follow instructions for inanimate, hard, non-porous surfaces.

TO USE AS A SANITIZER AND VIRUCIDE ON INANIMATE, HARD, NON-POROQUS SURFACES:
Add 10 ounces of product concentrate per gallon of cold tap water. Apply solution liberally to pre-cleaned
hard surfaces, with a spray bottle, pump up pressure sprayer with a coarse spray, cloth, sponge or mop. Allow
surface to remain wet for 5 minutes, then, either altow to air dry or wipe dry to remove excess liquid. Heavily
soiled surfaces should be pre-cleaned with the same solution. Replace I neg—bucke t solution daily.

H1V-1 and HBY: To kill HIV-1 in 5 minutes at room temperature (20-25°C } on precleaned environmental
surfaces/objects previously soiled with bloed/body fluids at a concentration of 1 oz / gallon (1 part of
H,Orange, Concentrate 117 per 127 parts of cold tap water). To kill HBV in § minutes at room temperature
(20-25°C ) on precleaned environmental surfaces/objects previously soiled with blood/body fluids at a
concentration of 10 oz / gallon. For use in health care settings or other settings in which there is an expected
likelihood of soiling of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects
likely to be soiled with blood or body fluids can be assaciated with the poteatial for transmission of human
immunodeficiency virus Type ! (HIV-1 Associated with AIDS) or HBV (Hepatitis B Virus).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HBV
(HEPATITIS B VIRUS) AND HIV-1 (HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF
SURFACES/OBJECTS SOILED WITH BLOOD/BODY FLUIDS:

Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye
coverings.

Cleaning Procedure: Bleod and other body fiuids must be thoroughly cleaned from surfaces and objects
before application of diluted product using the Heavy or Super Duty Cleaning Solution.

Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz / gallon, with
both organic load and when diluted in hard water {up to 400 ppm hardness), use the recommended contact
time for sanitization and virucidal activity as given on this label. For HBV, use concentration of 10 oz/gallon
and leave surfaces wet for 5 minutes, )
Infectious Materials Disposal: Cleaning materials that may contain blood and other body fluids should be
disposed of by autoclaving or as directed by the facility safety officer.

P




WMASTER LABEL

DEODORIZING

For general decdorizing, use 2 parts H;Orange; Concentrate 117 per 126 parts of cold tap water (2 oz /
gallan). Apply to hard, non-porous surfaces 1o eliminate generally offensive oders. For effective, high level,
deodorizing, use 10 parts H;Orange; Concentrate 117 to 118 {10 0z / gatlon) paris of cold tap water. Apply to
hard, non-porous surface theroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy
dressing and bag changes, and other spills such as urine or fecal matter; smoke or soot deposits, industrizl
plant processes, mildew and mold stains, and surfaces in musty closets.

CLEANING SOLUTION DILUTIONS & APPLICATIONS

LIGHT DUTY (1 Oz / gal} GREEN (bottle or label)
Streak free window, mirror and stainless steel cleaning
General floor cieaner for mopping & auto scrubbers
Bonnet cleaning solution for carpets

Light wipe down cleaner

GENERAL PURPOSE (2 Oz / gal) BLUE (bottle or label)
General wipe down cleaner

Mopping selution for Bathroom and Kitchen floors

General carpet spot remover '

HEAVY DUTY (10 Oz / gal) RED (bottle or fabel)
Bathroom, shower room, tile & grout cleaner

Urine and garbage odor eliminator
Pre-spray for carpet extraction
General degreaser

Heavy soil wipe down cleaner
Heavy carpet spot remover
Cleans Mold & mildew stains

2

SUPER DUTY (24-48 Oz / gal) PURPLE (bottle or label)
Renovation of tile & grout surfaces

Difficult urine & garbage odor destruction

Scuff marks and stubborn stains

Cleans heavy mold & mildew stains

OPTIONAL MARKETING STATEMENTS: (one or more or none of the following may appear)
New! (for first 6 months only)

Registered for control of [Hepatitis B Virus)/{HBV]

Registered to kill [Hepatitis B Virus)/[HBV]

Starburst design as graphic which may contain the optional marketing statement(s): eg,

ESL: 1/13/2005 )
Notif Clarificationiofistatementa/1 8720050 FirstyAid 472573003

Z3
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

\)“\1 €0 51y “6:9

) T WASHINGTON, D.C. 20460
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%y, & OFFICE OF
¢ omot® PREVENTION, PZSTICIDES

AND TOXKIC SUBSTANCES

Ms. Elizabeth Anne Brown
Regulatory Agent for,

c/o Envirox LLC

1990 Old Bridge Road, Suite 201
Lake ridge, VA 22192-2383

Subject: H,Orange, Concentrate 117
EPA Registration Number 69268-2
Your Submission Dated November 19", 2004
EPA Received Dated November 19™, 2004

The amendment application referred to above, submitted in connection with registration under
the Federal Insecticide, Fungicide, and Rodenticide Act{FIFRA), as amended, to add the
Hepatitis B virus to the product labeling, is acceptable.

EFFICACY

The submitted data (MRID Nos. 463095-01 and 463095-2) support the use of the product,
H,Orange, Concentrate 117, as a virucide against the Hepatitis B virus on hard, non-porous
surfaces for a contact time of 5 minutes in the presence of organic soil at a 1:12.8 dilution at
room temperature,

LABELING

The proposed label claims that the product, H2orange2 Concentrate 117, is an effective
virucide against HBV(Hepatitis B virus) in 5 minutes at room temperature at a concentration of
10 oz. product per gallon of cold temperature on inanimate, hard, non-porous surfaces. This
ciaim is acceptable.

On page 2, under the “First Aid” instructions, change the phrase , “gentle stream on water” to
read “gentle stream of water.”

A stamped copy of the labeling is enclosed for your records.

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at
(703)-308-6237.

Sincerely,

Marshall Swindell

Product Manager 33

Regulatory Management Branch |
Antimicrobial Division(7510C)
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1990 OLD BRIDGE RoaD, SUITE 201
LAKE RIDGE, VIRGINIA 22192-2383

DIRECT: 703-492-7905 E-MaiL: brown@chemreg.com

Mamn:  703-492-0445 WEB S1TES: www.chemreg.com
Fax: 703-492-0668 www,pesticide.net -

ELIZABETH A. BROWN, PH.D.

November 19, 2003

Mr. Marshall Swindeli

US Environmental Protection Agency
Office of Pesticide Programs
Antimicrobial Division

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Dear Marshall:

On behalf of our client, Envirox LLC, thank you for taking the time today to discuss with
me several questions pertaining to the requirements and approaches for adding controi of
Hepatitis-B Virus to the labels for the 3 products registered by Envirox. This memo is to confirm
our conversation and agreements.

The three products already registered are as follow:
1. H,Orange, Super Concentrate 112 (EPA Reg. No. 69268-1). Most recent EPA
. approval March 14, 2002, Registered as Sanitizer (non-food contact surfaces),
Virucide. Currently labeled virucidal uses are against HW-I Herpes simplex’,
virus Type 2, Influenza Ay/Japan.

2. HaOrange, Concentrate 117 (EPA Reg. No. 69268-2). Most recent EPA approval
March 14, 2002. Registered as Sanitizer (non-food contact surfaces), Virucide.
Currently labeled virucidal uses are-agatnst HIV-1, Herpes simplex virus Type 2,
Influenza A./Japan. _

3. H,Orange, 120 Ready to Use (EPA Reg. No. 69268-3). Most recent EPA .

- approval March 14, 2002, Registered as Sanitizer (non-{food contact surfaces),
Virucide. Currently labeled virucidal uses are against HIV-1, Influenza Ay/Japan.

in prior discussions, you raised as a potential concemn whether Agency policy would
allow virucidal claims with a samtizer level registration or whether virucidal claims only couid
accompany a disinfectant level claim. The Agency clearly has a policy that a preduct can be
registered as a virucide without first being registered as a disinfectant. That policy is defined in

CONSULTANTS TO SUCCESS™ 30
Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide,

Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regulatory

Strategies, Registration, Data Suppeort and Compensation, Quality Assurance, Study Design
and Scientific Matters.




Letter to M. Swindell, Nov. [9, 2003, page 2

Draft 40 CFR-156, as available on the EPAJOPP/AD website. In 156.441, virucide is separately
defined from disinfectants and all other types of activity. Under 156.448 (2), it clearly 1s stated
that a prodict which meets the perfformance standard as a virucide “but is not a disinfectant” may
be registered with the appropriate limited claims. The already-registered virucidal uses of the
Envirox products without disinfectant claims are clearly in line-with that policy. Further,
DIS/TSS-7, Efficacy Data Requirements for Virucides and the performance standards in the
above 156.441 and 448 do not specify any requirement for a virucide to be a disinfectant against
bactenia,

Under EPA policy and testing guidelines, the term “disinfectant” is based solely on a
level of efficacy against bacteria, while “virucide” is based solely on testing against viruses. The
terms are not interchangeable. A product registered as a disinfectant cannot claim virucidal
activity unless all required testing for virucidal activity has been conducted and the product meets
all pertinent performance standards. And there is nothing in the regulations which requires a
virucidal claim to be predicated upon a disinfectant claim against bacteria. In fact, FIFRA
Section 4(i)(4)(c) includes the following wording, which is not contradicted elsewhere in that law
(emphasis added): '

“For purposes of this subparagraph, the term “anuimicrobial active ingredient” means any
active ingredient that is contained only in pesticides that are not registered for any food or
feed use and that are--
(i) sanitizers intended to reduce the number of living bacteria or vlable virus
particies on animate surface or in water or air;
(i1) bacteriostats intended to inhibit the growth of bacteria in the prescnce: of
moisture;
(1ii) disinfectants intended to destroy or irreversibly inactivate bacteria, fungi, or
viruses on surfaces or inanimate objects;
(iv} stenlizers intended to destroy viruses and all living bacteria, fung1 and their
spores on inanimate surfaces; or
(v) fungicides or fungistats.”

Thus, a pesticide product clearly can be a virucide without first having been determined
1o be a disinfectant.

In our discussions, you agreed that the above position is correct and that Envirox could -
add claims agatnst Hepatitis-B virus to the 3 registered product labels if acceptable performance
data are submitted.

You then confirmed that the appropriate testing protocol o follow to determine the
efficacy against and 1o support addition of the claim to the labels for Hepatitis-B virus is the in
vitro (test tube) duck assay (65 FR 51828-51830, August 25, 2000) and as appears on the
EPA/OPP/AD website under Registration Policy Documents.




Letier to M. Swindell, Nov. 19, 2003, page 3

Thank you again for taking the time to discuss these-issues with me and for confirming
the appropriate approach. Once Envirox has developed the appropnate data, the company will
submit for label amendments under the above agreements. If I have misunderstood or omitted
anythimg from our discussions, please let me know immediately.

Regards,

Elizabeth Anne Brown

cc: Envirox, LLC

22
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DP#  {311285)

Registration:

Company:

Risk Manage!.

Risk Manager Reviewer:
Semt Date:

Type of Registration:

Oecision #: 345946

DATA PACKAGE BEAN SHEET

Date: 10-Dec-2004
Page tof 3

* * * Registration Information * * *

69288-2 - HZORANGE?2 CONCENTRATE 117

69268 - ENVIRDX, LLC

RM 33 - Marshall Swindell - (703) 308-6341 Room# CM-2 308H

Karen Leavy KLEAVY

Catculated Due Cate; 23-Jan-2005 Edited Due Date:

Product Registration - Section 3

Action Desc. {A57) AMENDMENT;NON-FAST TRACK;
Ingredients: 000595, Hydrogen peroxide(3.95%) )
. * ** Data Package Information ***
Expedite: () Yes @@ No Date Sent: 06-Dec-2004 Due Back:
DP Ingredient: 000595, Hydrogen peroxide
DP Titte:
CSF inciuded: @ Yes () No Label tnciuded: @ Yes ) No Parent OP #:
Assigned To Date in Date Out
Organization: AD / PSB 07-Dec-2004 Administrative Due Date: 04.Jun-2005
Team Name: EET 67-Dec-2004 10-Dec-2004 Negotialed Due Date:
.iewer Name: Wawzysko, Marcie 07-Dec-2004 10-Dec-2004 Projected Comptetion Date:

Contractor Name:

* * * Studies Sent for Review " * *

Printed on Page 2

* * * Additional Data Package for this Decision ** *

Printed on Page 3

«* * Data Package Instructions * **

Please review the efficacy data suppoerting the proposed tabeling claims {Mepalilis B virus}. This data was routed to efficacy on September Bth,

2004 however, it was

returned and cicsed oul withow! being reviewsed, T
efficacy again. PRIA Aclion Code A57, Admin du

his 4 rboibg-grbmitted 10

@ TT due date 01/15/2005.

RGN




DP#:_(31 1_285} I * * * Studies Sent for Raview

Page 2

{345545)

46309501  Ramm, K. (2004) Virucidal Efficacy of a Disinfectant for Use on Inanimata

Environmental Surfaces Utilizing Duck Hepatitis B Virus: Final Study Report:
H20range2 Concentrate 117, Project Number: AD2079, EOX01030804/0HBVA.

Unpubiished study prepared by ATS Labs. 18 p.

46309502  Miller, M. {2004) Virucidat Eficacy of a Disinfectant for Use on Inanimate Environmental

Surfaces Duck Hepatitis B Confirmatory Assay: Final Study Repon: H20range2
Concentrate 117, Project Number: AQ2078, EOXM30804/DHBV/Z. Unpublished

study prepared by ATS Labs, 16 p.

25




DP#: (31128

3)

_ Page 3
* « * Additional Data Package for this Decislon ***

Fopd o] olste Senif BEE Bue: | intruet : :
305482  AD/RMBI 15.Jul-2004 23 Dec-2004 () Yes () No @ Yes () No @ Yes &) No
305482 AD/PSB 15-Jul-2004 23-Dec-2004 () Yes (J No @ Yes () No @ Yes () Neo
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Please review the efficacy data supporting the proposed laheling claims {Hepatti
Hata wwas routed to elficacy on September Bth, 2004 hawever, & was

Feturned and closed out without being reviewed. This date is being subntitted to

in. P, Action Code A57, Admin due date 01/232005, ETT due date 01

2! = = I
5 A !

rimary and confirmalory studies against DBHY were eccegtable under Agency guidelines. Product is & sanitizer
ith virucidal claims, this has been previously approved,

57
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FRONT PANEL - JENVIROX 117

H, ORANGE CONCENTRATE 117

MASTERLABEL =~ - 03.1102 -

-(!0991

OXIDIZING-MULTI PURPOSE CLEANER DEGREASER & SANITIZER (NON FQOD
CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-POROUS

ACTIVE INGREDIENT

SURFACES

Hydrogen peroxide _ _ 3.95%
OTHER INGREDIENTS ' 96.05%
100.00 %

TOTAL

KEEP OUT OF REACH OF CHILDREN

CAUTION
PRECAUTIONARY STATEMENTS

SEE SIDE PANEL F OR ADDITIONAL PRECAUTIONARY STATEMENTS

EPA Reg. No. 692682
EPA Est No. 69268-L.-0(1

ACCEBTED
MAR 1 4 2002
ENVIROX, LLC. e
1938 E. FAIRCHILD ST ﬁf‘ﬁﬁiﬂ‘lﬁ: %‘u&fﬁ“&: '
feide, regizlere ar
DANVILLE, IL 61832 - |seowmtoss

NET CONTENTS: 5 gal (640 0z);1 gal (128 oz, 3784 mi); 32 0z{946 ml)

This product is not to be Lsed o & terming) steriant/disinfectant on sy surface or mmmm (1} Is Imrocuced directly into the human

body, elther inte or In comact with the binodstream or nonmally sterie areas of the body, or (2} contacts intact mucous membranes, but -

which daes not ordinarily penetrate the bieod barrier or oihverwise enter namnally sterile areas of the body. This praduct may be used to
preciean of decontaminate critical or sembatticat medlca! devices prior to sterilization o high levei disinfection.

1
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LEFT PANEL - ENVIROX 117 MASTER LABEL ' 931102
_ . EnvirOx 800-281.9604

PRECAUTIONARY STATEMENTS
HAZA 7O | AND DOMESTIC A LS

Caution. Causes moderate eye damage. Avoid contact with ayas, skin, or clothing. Wash thoreughly with
soap and water aftar handling. Avoid ¢ontamination of food.

Aftarpmducfﬁ diluted In accordance with directions for use, safety glasses or other eye protection
are nol required. Product, afier difution according to directions, is non-irmtating.

FIRST AID
IF IN EYES: Hold eye open. Rinse siowly and gently with water for 15-20 minutes. Remove contact lensas, if presant,
after tha firat 5 minutes, then, continue finsing eye. Call a poisen control center or doclor for treatment advice.

IF ON SXIN OR CLOTHING: Take off contaminated ciothing. Rinse skin immediately with plenty of water for 15to 20
minutes. Calf & poison control cantar or doctor for treatmant advice.

IF SWALLOWED: Call a poison control canter or doctor immediately for treatment advice. Have person sip a glass of

water if able to swallow. Do net induce vomiling unless told to do 3o by a peison control center or doctar. Do not give -

anything by mouth to an unconscious person, -

IF INHALED: Move victim 1o fresh air. If nod breathing, call 911 or an ambulance, then, give artificial respiration,
preforably moulh-to-mouth, if pessible. Call a poison control venter or doctor for further trestmen advice.

STORAGE AND DISPOSAL
IN CASE OF SPILL: Clean up immediately, To clean up spill, flush area with large quantity of water.

STORAGE: Do not contaminate watsr, food, and or feed by storage Store balow 95°. Keep concentrate
away from incompatible materiats.

PESTICIDE DISPOSAL: Do not contaminate water, 100d or feed by disposal.

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Rinse end recycle

or disposa of in trash.

DIRECTIONS FOR USE

1t is violation of Federal law to use this product in a mannar inconsistent with its Jabelmg

H;0range, Concemratn 147, when used as direcled as a sanilizer, kills 99.99% of the following:
Staphylococcus aureus, Salimonelia choferaesuis, Klebsiella pneumoniae, Pseudomonss aeruinosa,
Streptococrus fescalis, and Eschenchia coli. When used as directed as a vingide, H,Orange, Concentrate
117 kills the foilowing viruses in 5 minutes at room lemparature (20+/-1°C): Herpes simplex virus Type 2,
influenza AjJJapan, and HIV-1 (Human immunodsficiency Virus). To insure that all bacterial and viral
agents are killed as stated, use 10 oz of product conceritrate per gallon of water.

Pageniicide At 25 amended, for the
pasticide, tagistered under

29
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BACK PANEL - ENVIROX 147 MASTER LABEL o 031107

Cleaning: Using appropriate deanmg sofution for the type of surface to be trealed, thoroughly clean the

surl’ace alluw io air dry. it needed use additional sotuhon Replace solution daily.
Io usa as a sanitizer and virucide on inanjmate, hard, non-porous surfaces: Add 10 cunces of product

concentrate per galton of water. Apply solution liberally to pre-cleaned hard surfaces, with a spray bottle, .

PUmp Up pressure Sprayer using a coarsa spray, cloth, sponge or mop. Allow surface to remain wet for 5
minutes, then, either allow {o air dry of wipe dry to remove axcess fquid. Heavily scilad surfaces should be
pre-cleaned with the same solution. Repiace sohution daily.

Jo use as a sapitizer and_viruclde in bathrooma: Add 10 oz. of product concentrate per gallon of water ‘

for sinks, faucals, counters, urinals (non-water covered surfaces), toilets (non-water covered surfaces) and
ail hand contact surfaces as well as walls, staiis and floors where urina and soils build up. Replaca solution
daily. Follow instructions for inanimate, hard, non-perous surfaces. '

HIV-1; To kil HiV-1 in 5 minutes at room temperature (20-25° C) on preclaanod environmental
surfacesf/objects previously soiled with blood/body fluids at a concentration of 1 oz / gallon (1 part of
H,Orange, Concentrate 147 10 127 parts of water). For use in heaith cara settings or other settings in which
thare is an expected likelihood of sailing of inanimate surface/objects with blood or bay fluids, and in which

the surtaces/objects likely 1o be soiled with blood or body fluids can be associated with the polentiat for

transmission of human immunodeficiency virus Type | (HiV-1 Associgted with AIDS).
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-9 {HUMAN

IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY .

FLUIDS:

Personai Pratection: Wear appropriate barrier protection such as [atex gioves, gowns, masks or eye cover-
ings. Cleaning Procedure: Siood and other body fiuids must be thoroughly cleaned form surfaces and
objects before application of diluted product using the Heavy Duty or Super Outy Cleaning Solution.
Contact time: While tha HIV-1 virus is inactivated in § minutes, at use concentration of 1 0z / gallon, with both
arganic ioad and when dituted in hard water (up (o 400 ppm hardness), use the recommended contact time
for sanitization and virucidal aclivity as given on this label,

Infectious Matenals Disposal; Cleaning materials that may contain bleod and other body fluids should be
disposed of by autoclaving or as directed by the facih!y safaly officar. .

Deodorizing
For general deodorizing, usa 2 part H,Orange, Caoncentrate 117 to 126 parts water (2'0z / gallon). Apply

te hard, nen-porous surfaces to eliminate generally offensiva odors. For effective, high level, doodor:zmg, .

use 10 parts H,Orange, Concentrate 117 to 118 {10 oz / gallon) parts water. Apply to hard, non -perous
surface thoroughiy to eliminate odors due to spiliage from post-colostomy, post-ileostomy dressing and bag
changes, and other spills such as urine or fecal matter, smoke or 5001 deposits, mdustnal plant pmcssses
mildew and mold, and surfaces in musty closats

Unde the Federal nsecticigs,
Rodantcide Act a5 amende, fo‘r'?:u' =
pesticide, registereet unger
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RIGHT PANEL -ENVIROX 117 ' MASTER LABEL ’ B-11m
. Envir(es BOO-781-9604

!
|

CLEANING SOLUTION DILUTIONS & APPLICATIONS

LIGHT DUTY (1 Oz / gal}GREEN ot ar abet) " HEAVY DUTY (10 Oz / gal} RED ottt or iadel)
Streak free window, mirror and staintess steel cleaning " Bathroom, shower room, tile & grout claaner
Ganaral fioor cleaner for mopping & auto scrubbers " Urine and garbage odor eliminator
Bonnet cleaning solution for carpets Pre-spray for carpet extraction
Light wipe down cleaner ’ General degraaser

Heavy soii wipe down claanar

Heavy carpet spol remover

Cleans Mold & mildew :
GENERA), PURPOSE (2 02/ gat) BLUE botie ocladet) . SUPER DUTY {24-48 Oz / ga!) PURPLE (borte of kide)
Genaral wipa down cleaner Renavation of tile & grout surfacas
Mopping solution far Bathroom and Kitchen floors Difficult urine & garbage odordestniction
General carpet spot remover Scuff marks and stubbom stains

Cleans heavy mo!d & mi}dew%

DIRECTIONS FOR CONSUMER LABEL - CLEANING DILUTIONS |

CLEANING APPLICATIONS

Bathroom surfaces

USE HEAVY_DUTY DILUTION {10 oz/gat). Spray sink, fauceis, counter, toilet, (and floor around toilet), tub and
ghower liberally. Let sit for 5 min. then wipa or serub clean. No rinse is required. Use as daily shower spray to
prevent soil buitdup, Spray surfaces sfter shower and ist sir dry.

itchen surfacas

USE HEAVY DUTY DILUTION (10 az/gal). Spray and wipe clean.. For heavy soils on hood and stovetops, spray
arud let sit a few minutes than scrub or wipa clean. For odor conirol in garbage containars, spray lightly bafore
inserting plastic liner.

Carpet stains

USE CARPET SPOTTER DILUTION (2 oz/gal). Before daaning, test a hidden section for color fastness. Remova
gross soil, then soak spot and let sit for 510 10 min, Bist spot with a clean, soft cloth.  Repeat as necassary. For
petroleum-based stains use Super-Duty Dikution(24-48 oz/gal) and rinse with clean water. .

Glass surfaces ) _
USE LIGHT DUTY DILUTION {1 oz/gal). Spray surfaca and wipe clean. 1tis not neces sary to polish the surface dry.

Laundry pre-spray .
USE SUPER DUTY DILUTION {2448 oz/gal). Test dalicate fabrics in hidden aren for color fastness. Soak spot and
let sit for at teast 15 min., than launder ar scrub and rinse as usual,

Tough solls . )
USE SUPER DUTY DILUTION 2448 cz/gal). Spray 50i), let six a few minutes, then scrub or wipa dlean. Use for
cil and grease, bugs and tar on automobiles, dried food residue and pet sails.

ACCEPTED
MAR 14 20

Under the Feter insattitite, Fungieide, zad
fodericice Act 85 amendsg, jof the
pestic tie, reglsiered imeer
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Elizabeth Brown

From: ) Elizabeth Brown

Sent: ' Thursday, July 15, 2004 1:45 PM 1
To: : 'leavy.karen@epa.gov'

Subject: EPA Reg. No. 69268-2

Karen:

On behalf of our client, Envirox LLC, and as requeeted in your phone call of Tuesday July 13, attached please find as

pdf files the following items:

» Dara matrix (Agency File and Public Use Copies) updated to.show the ass:g:ned MRIDs for the data submitted in
support of the pending amendment for this product

e Cenification with Respect 10 Citation of Data

Please confirm receipt of these iiems, and please don't hesitate (o let me know if you have any questions or ueed anything
funher.

Regards,

E].izabeth

0040713 Data 21]040713 Data 20040714.Cert wrt
matrix Concentra... matrix Concantra...  data citatio...

Elizabeth Anne Brown, Ph.D.

Directar, Scientific & Raguiatory Affafrs
CheémReg Internationa}

19390 Old Bridge Road, Suite 207

Lake Ridge, VA 22182

FPhone: 703-492-7805

Fax: 703-492-0668
Emait: brown&chemreg.com

Legal Notice: This electronic mail and its aitachments are intended soiely for the person (s} io whom they are addressed and may
contain information which is conlidential or otherwise protasted from disclosure, axcapt for the purpose they are intended to,
Disserminalion, distibution, or reproduction by anyone cther than thsir intended recipients is prohibited and may be itlegal. If you are

- not an intendsd recipisnt, piease immediately inform the sender and send him/er back the present e-mail and its attachments and
deslroy any copies which may be in your possession.

19]2004
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o ” | Torm Approved OMB No. 2070-0060
(.,M UNITED STATES ENVIRONMENTAL PROTECTION AGENCY .
401 M Street, S.W,
WASHINGTON, D.C. 20468
Paperwork Reduction Act Notice: The public repornng burden for this collection of infonnation is estimaled te average U.25 hours per response for registration acllwnes and 0.25
hours per response for rerepistralion and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regardmg the
btirden ustimate or any other aspect of this collection of information, inciuding suggestions for reducing the burden to: Director, QPPE lnformallon Managcmcnl Dmsmn (2 13}'),
U.8. Environmental Protection Ageucy, 401 M Strect, 3. W,, Washington DC 20460. Do not send the form to this address.
' DATA MATRIX .

Date: July 13,2004 EPA Reg No/File Symbol  69268-2 Page 1 of 1
Applicant's/Registranl's Name and Address: - Envirox, LLC Product: H;Orange; Concentrate 117

1938 E. Fairchild Sircct '

P.O. Box 2327

Danville, 1L 61834
Ingredient: Hydrogen Peroxide '
Guideline Reference Number Guideling Study Name MRID Number | Subinitter Status Note
158.20 61-1t0-3 Product Chemistry | 44532001 Envirox, LLC Own 69268-1
158.20 62-1 -1 Product Chemistry 44532001 | Envirox, LLC Own 69268-1
158.20 63-2-t0 -21 Froduct Chemistry 44532001 Envirox, LLC Own 69268-1
158.13% 81-1 to BI-6 Toxicology 44532004 Envirox, LLC PL -
158.20° Efficacy AQAC Sanitizer Test 44532002 Envirox, LLC Qwn 69268- |
158.20 Efficacy - H1V Virucidal Test 44532003 Envirex, LLC Qwn f 69268-1
158.20 Efficacy Virucidal cffectiveness 44560101 -Envirox, LLC Qwn - 69268-1
158.20 61-1t0-3 Product Chemistry 44582301 Envirox, LLC Qwn ' 69268-2
158.20 ' 62-1 103 Product Chemistry 44582301 Envirox, LLC Qwn 69268-2
158.20 63-2 021 Product Chemistry 44582301 Cnvirox, LLC Own £9268-2
OPPTS 810.2100 Virucidal efficacy (HBY) 46309501 Envirox, LLC Own’ 69268-2

L 46309502
~
W |
Signature Namg and Title Date
Elizabeth Anne Brown

??éjmu; Lanre ’Jd\-ow-n_/

Chcrchg [nlcmalional, A.g,anl for Envirox LLC

741342004

EPA IForin 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy




- . ' _ ” Form Appraved OMB No. 2070-0060
kw} : "UNITED STATES ENVIRONMENTAL PROTECTION AGENCY : . L
, 401 M Street, S.W. : o
. _ WASHINGTON, D.C.. 20460

) -n-"

Paperwork Reduction Act Nolice: The public regorting burden for this collection of information is estimated to average ¢.25 hours per respanse for registralion activities and 0.25
hours per response for reregistration and special review aclivities, including time for reading the instruction and completing the necessary forms. Send comments regarding the -
burden esttmate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnformation Management Division (2137),
U.S. Environmentai Protcction Ageucy, 401 M Strect, S.W., Washinglon DC 20460. Do not send the form (o tlus address.

DATA MATRIX

Date: July 13, 2004 EPA Rep No./File Symbol 692682 ‘| Page | of |
Applicant's/Registrant's Name and Address: Envirex, LLC | : Product: H;Qrange; Concentrate 117

1938 E. Fairchild Street

P.O. Box 2327

Danvilie, IL 61834

Ingredient: Hydrogen Peroxide

M

Chuideline Reference Nimber Guideline Study Name MRID Number | Submtter } Status | Note
Envirox, LLC ' - . Qwn 69268-1
Envirox, LLC Own 69268-1 -
Eovirox, LIL.C Own, 09268- 1
Envirox, LLC . FL.
Envirox, LLC _ Own . | 69268-1
Envirox, LLC . Qwn -} 692681 -
Envirox, LLC Own 69268-1 -
Envirox, LLC Qwn 69268-2
Envirox, LLC Own 692G8-2
Envirox, LLC - Own 69268-2 -
Envirox, L1.C ' QOwn 69268-2 .

Signature Name and Titic Date

. Elizgbeth Annc Brown . 7/13/2004 .
}.Z?M"m Wrscwrst ChemReg International, Agent for Envirox LLC . '

EPA Form B57¢-35 (9-97) Llectronic and Paper versions 'lvallablc Submll only Paper versian, Pubiic File Copy




- Farm Approved OMB No. 2070-0060

L N . - - "UNITED.STATES ENVIRONMENTAL PROTECTION AGENCY

(\&g . . -401 M STREET, S W.
- o - WASHINGTON, D.C. 20460

Paperivork Reduction Ast Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response far
regisralion and 0.25 hours per response for resegistration and special review activities, including time for reading tha instructions and compleiing the
necessary forms. Send commenls regarding burden estimals or any olher aspect.of this callection of informalion, including suggestions for reducing the
burden io: Director, OPPE Informalion Management Division (2‘:3?], U.S. Enviranmental Proteclion Agency, 401 M Streel, S.W., Washington, OC
20460,

Do not send the completed form 1c this agdress.

Centification with Respect to Citation of Data

Apphcanl s/fegistrant’s Name, Address, and Telephone Number EPA Registration Number/Fite Symbaol
Envirox, LLC
1938 £. Fairchild Streel . ' £69268-2
P.G. Box 2327
Danville IL 51834 217-442- 3598
‘Active Ingredient{s) and/or representauve lest compound[s] ’ Date
Hvdrogen peroxide : Juby 14, 2004
General Use Pattem(s) (lisl all those claimed for this produci using 4¢ CFR Part 158} Product Name
H.Orange, Concentrate 11?

NOTE: If your producl is 8 100% repackaging of another purchased EF’A-{egrsiered product labeled for all the same uses on your label you do nol need
to submil lhis form. You musi submit the Formulators Exemption Stalement (EPA Form 8570-27)

1am responding 1o a Caa-Call-in Nofice, and have induded with this form a list of companies seni offers of compensation (lhe Dala Matrix form
should ba used for Ihis purposs). .

SECTION |- METHOD OF DATA SUPPORT {Check one method only)

{ am using (he cile-afl method of suppori, and have inclutied with % | am vsing the selective method of support (ar cile-all option
D this form a [ist of companies senl offers of compensalian {the Dala - under ihe seleclive method), and have included with this form

#atrix form should be vsed for this pumpose} . a campleled lisl of dala requirernents (the Dala Malrix form
must be used).

SECTION Il: GENERAL OFFER TD PAY

[Required if using the cite-all mathod, or when using the cite-all option under the seleclive method to salisfy one ar mare data requiremenls) -

I:I I hereby offer and agree-1o pay compensalion, to other persons, with regard to the approval of this appticaiim' to the extent required by FIFRA

SECTION lil: CERTIFICATION

| cenity that Ihis application for registration, this form Jor reregisiration or this Dala-Catl-in tesponse is supparted by alt dala submitted or cited in
ihe applicalion for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-ail aplion or cite-ail oplion under the
selective mathod is indicaled in Section 1, this application is supported by all data in the Agency's files that {1) concern the properties or éffects of this
produed or an identical or substantially similar product, or one of mora of the ingredients in this product; and (2}15 a type of data that would be required to
be submitied under the data requirements in effecl on the dale of approval of this application if the application sought the initial registration of a product of
" identical or similar composition and uses.

) certify tha! for aach exclusive vse study cited.in suppon of this regislraticm or reregistratian, that | am the criginai data submitter or that t have
oblained the written permission of the criginal'data submitted to cite that study.

| certify that for each study cited in suppon of this registration or reregistration Ihat is-not an exclusive use study. either: (2) | am the original data
submilter; {b} | have oblained the permission of the original data submitier to use the study in support of this application; {¢) all periads of eligibility for
compensation have expired for the study; (d} the study is in the public literature; or {g) | have nolified in writing Ihe company (hat submitted the study and
have cflered {i) to pay compensation Lo 1he extent required by sections 3{cX1)(F) andfor 3(c){2){B) of FIFRA; and {il} to commence negotialions 10
determine the amount and 1arms of compensation, if any, to be paid for the use of the study.

1 certify that in all instances where an offer of compensalion is required, copies of ali offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1}(F) and/or 3{c){2}({B) of FIFRA are available and will be submitled o the Agency vpan request. Shoutd | fail lo produce
such evidence to the Agency upon requesl, | understand that the Agency may iniliate aclion lo deny, cancel or suspend the registrzlion of my prouuct in
canformity wilh FIFRA

I certify that the statements ) have made on this form and all attachments to it are true, aceurate, and complete. ! acknowledge that anyr
knowingly false or misleading statement may he punishable by fine or imprisonment of both under appticable law.

Signature Dale Typed or Printed Name and Title
THaf2004 Elizabeth Anne Brown

52'7’\31...0..; s %va_/ ’ ) ' . ChemReg International, LLC. Agent for Envirox, LEC

EPA Form 8570-34 (9-97) Electronie and Paper versions available. Submit only Paper version.
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§ ¢  UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g, m«“d WASHINGTON, DC 20460
ch
QFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
December 10, 2004

MEMORANDUM

Subject: Efficacy Review for H,Orange, Concentrate 117, EPA Reg. No. 69268-2;
CP Barcode: D311285

From: Marcie Wawzysko, Microbiologistv}’)fa,{ W
Product Science Branch D CH
Antimicrobiate Division (7510C) 12/ !

Thru: Nancy Whyte, Acting Team Leader ) L
Product Science Branch @,‘\Q}, oot
Antimicrobials Division (7510C) ' !
Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510C)

To: Marshall Swindell PM 33 / Karen Leavy

Regulatory Management Branch |
Antimicrobials Division {7510C)

Applicant:  Envirox, LLC

1938 E. Fairchild Street
P.O. Box 2327
Danville, IL 61832

Fornmtation from the Label:

Active Ingredient(s} % by wt.

Hydrogen Peroxide.............coiiiiii i SO 3.95%
Other ingredients...........c.ooiniii e er e s g 88.05%
Total...ooo s 100.00%
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l. BACKGROUND

The product, H.Orange, 117, is an Agency registered non-food contact sanitizer and
virucide for use on hard, non-porcus surfaces. The applicant wishes to add claims to the
product for Hepatitis B virus, and has submitted data to support this claim. Studies were
conducted by ATS Labs, located at 1285 Corporate Center Drive, Suite 110 in Eagan MN
55121. '

The data package centained a Jetter from the applicant's representative to the Agency
(dated November 19, 2003}, Agency form 85704 (Confidential Statement of Formula), the last
accepted label (dated March 14, 2002), the proposed label, and two studies (MRIDS 463085-01
and 483095-02) with Statements of No Data Confidertiality and Good Laberatory Practice for
both. o

Il. USE DIRECTIONS

The product is designed for use as a non-focd contact surface sanitizer and virucide for
hard, non-porous surfaces such as sinks, faucets, counters, urinals, toilets, wafls, stalls, and
floors. The preoposed label gives the following instructions for the use of the product as a
sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of product
concentrate per gallon of cold tap water. Apply solution liberally to pre-cleaned hard surfaces,
with a spray bottle, pump up pressure sprayer with a coarse spray, cloth, sponge or mop. Allow
surface to remain wet for 5 minutes, then, either aliow to air dry or wipe dry to remove excess
liquid. Heavily soiled surfaces should be pre-cleaned with the same solution. Replace solution
daily. '

The proposed label also gives instructions for cleaning and decontaminaling against
Hepatitis B virus and HIV-1, and for deodorizing. The label also states that “This product is not
te be used as a terminal sterilant/disinfectant on any surface or instrument that...”

lIl. AGENCY STANDARDS FOR PROPOSED CLAIMS

Virucides

The effectiveness of virucides must be tested using virclogical technigues that simulate the
conditions under which the product is intended for use. For products with intended use on dry,
inanimate environmental surfaces, carrier tests that are variations of either the ACAC Use-
Dilution Method (for liquid surface disinfectants) or the AOAC Germicidal Spray Products Test
(for surface spray disinfectants) must be used to produce virucidal data. The virus to be treated
must be inoculated onto hard surfaces, allowed to dry, and then treated with the product
according to the directions for use on the product label. One surface for each of two different
batches of disinfectant must be tested against a recoverable virus titer of at least 10° from the
test surface {petri dish, glass slide, steel cylinder, etc.) for a specified expasure period at room
temperature. The virus must be assayed by an appropriate virological technique testing a
minimum of four determinations for each dilution. The protocol for the viral assay must include
viral recovery, cytotoxicity controls, and 1D-50 values. Test results shouid be reported as the
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reduction of the virus titer by the activity of the germicide (ID-50 of the virus contro! less the 1D-
50 of the test system) expressed as log,, and calculated by a statistical method. For virucidal
data to be acceptable, the product must demonstrate complete inactivation of the virus at ali
dilutions. When cytotoxicity is evident, at feast a 3-log reduction in titer must be demonstrated
beyond the cytotoxic level. The calculated viral titers must be reported with the test results.
Separate studies on two batches of preduct are required for each virus. These Agency
standards are presented in DIS/TSS-7.

Virucides — Novel Virus Protocol Standards

To ensure that a'virus protocol has been adequately validated, data should be provided frem at
least 2 independent laboratories for each product tested (i.e., 2 product lots per laboratory).
The validation of a protocol requires the use of a common pesitive control disinfectant to be
tested concurrently with all new products. For the Hepatitis B Virus protocol, the usual control is
BTC-835, a quaternary ammonium compound product obtained from Stepan Company. This
agent serves  as both an inira-laboratory and an inter-faboratory control and is used for
analyzing the reproducibility of the efficacy data results for the protocol. These Agency
standards are tailored from those presented in the Federal Register, Vol. 85, No. 166, Friday,
August 25, 2000. -

V. SUMMARY OF SUBMITTED STUDIES

1. MRID 463095-01 ‘Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces Utilizing Duck Hepatitis B Virus” for H,Orange; 117 by
Karen M. Ramm. Study conducted by ATS Labs, Project Number A02079. Study
completed June 24, 2004. )

This study, under the direction of Karen M. Ramm, was conducted against duck
Hepatitis B virus (DHBV16 strain, obtained from Hepadnavirus Testing, Palc Alto, CA)
using primary duck hepatocytes (obtained frcm AppTec Laboratory Services, St. Paul,
MN). The study followed ATS Labs protocol number EOX01030804. DHBV.1. Two lots
{Lot Nos. 98804 and 98763) were tested. A use dilution of 100z. product per gallon of
sterilized delonized tap water was created (a 3100 ppm dilution). 100% duck serum was
present in the viral steck as the organic soil load. Films of the virus were made by
spreading 0.2 mL of the viral inoculum over the bottoms of ten sterile glass petri dishes.
Viral films were dried for 30 minutes at 20.0°C in 45% relative humidity. For each lot of
the product, dried viral films were exposed ta 2.0 mL of the use dilution for 5 minutes at
20.0°C. The virus/test agent mixture was immediately passed through Sephadex gel
columns to detoxify. The filtrate (considered at 10™" dilution) was again passed through a
Sephadex column then serially diluted in Leibovitz L-15 medium with 0.1% glucose,
10pM dexamethasone, 10ug/mL insulin, 20mM HEPES, 10ug/mL gentamicin, and 100
units/mL penicillin, Primary duck hepatocytes were inoculated in quadruplicate with 1.0
mL of each dilution and incubated for viral absorption overnight at 36-38°C and 5-7%
CO,. Post absorption, 3.0 mL of Leibovitz L-15 medium was added to each cell culture
well and cuitures were incubated for ten days at 36-38°C and 5-7% CQO,. Cultures were
then scored for cytotoxicity and cells were fixed with ethanol. Plates were assayed by
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indirect immunofluorescence assay. Controls included those for cytotoxicity,
neutralization, virus stock titer, and plate recovery. Stepan Company's BTC 835 was
used as the data consistency control at two concentrations, 175 and 350 ppm. The
TCIDsy was calculated by method of Spearman Karber.

Note: Applicant included data from a failed test (conducted May 7, 2004) due to
bacterial contamination of the indicator cell culfures.

2. MRID 463095-02 “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces: Duck Hepatitis B Confirmatory Assay” for H,Orange, 117
by Mary J. Miller. Study conducted by ATS Labs, Project Number A02078. Study
completed May 18, 2004.
This study, under the direction of Mary J. Miller, was conducted against duck Hepatitis B
virus (DHBV16 strain, obtained from Hepadnavirus Testing, Palo Alto, CA) using primary
duck hepatocytes (obtained from AppTec Laboratory Services, St. Paul, MN). The study
followed ATS Labs protocol number EOX01030804.DHBV.2. One lot (Lot No. 98804)
was tested. A use dilution of 100z. product per gallon of sterilized deionized tap water
was created (a 3100 ppm dilution). 100% duck serum was present in the viral stock as
the organic soil load. Films of the virus were made by spreading 0.2 mL of the viral
inoculum over the bottoms of eight sterile glass petri dishes. Viral films were dried for 30
minutes at 20.1°C in 45% relative humidity. Dried viral films were exposed to 2.0 mL of
the use dilution for 5 minutes at 20.1°C. The virus/test agent mixture was immediately
passed through Sephadex gel columns to detoxify. The filtrate (considered at 10"
dilution) was again passed thréugh a Sephadex column then serially diluted in Leibovitz
L-15 medium with 0.1% glucose, 10uM dexamethasone, 10pg/mL insulin, “20m
- HEPES, 10pg/mL gentamicin, and 100-units/mL pericillin. Primary duck hepatocytes
were inoculated in quadruplicate with 1.0 mL of each dilution and incubated for viral
absorption overnight at 36-38°C and 2-7% CQ,. Post absorption, 3.0 mL of Leibovitz"L-
15 medium was added to each cell culture well and cultures were incubated for ten days
at 36-38°C and 2-7% CO,. Cultures were then scored for cytotoxicity and cells were
fixed with ethanol. Plates were assayed by indirect immunofluorescence - assay.
Controls included those for cytotoxicity, neutralization, virus stock titer, and plate
recovery. Stepan Company's BTC 835 was used as the data consistency control at two
concentrations, 175 and 350 ppm. The TCIDg was calculated by method of Spearman
Karber.
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V. RESULTS

MRID Organism Results Plate
Number - ' Recovery
Lot No. Lot No. Control
98804 98763 (TCIDso/mL)
463095-01 | Duck 102 to 10° Complete Complete
Hepatitis B dilutions inactivation | inactivation 4059
virus
TCIDss/mL <10 s10'®
463095-02 | Duck 102t 10° | Complete . :
Hepatitis B dilutions inactivation 1055
virus
TCIDso/mL 510:‘5

Vi. CONCLUSIONS

The submitted data (MRID Nos. 463095-01 and 463095-02) support the use of the
product, H;Orange; 117 as a virucide against the Hepatitis B virus on hard, non-porous surfaces
for a contact time of 5 minutes in the presence of organic soit at a 1:12.8 dilution at room
temperature. Cylotoxicity was not observed. Complete inactivation {(no growth) was indicated
in ali dilutions tested for virucida! efficacy. Based on the plate recovery contro!, it appears that a
recoverable virus titer of at least 10° was achieved. Study controis met the criteria for a valid
test.

VIl. RECOMMENDATIONS
1. The proposed labet claims that the product, H,Orange, 117, is an effective virucide
-against HBV {Hepatitis B virus) in & minutes at rcom temperature at a concentration of
100z, product per gallon of cold tap water on inanimate, hard, non- -porous surfaces.
This claim is acceptable.

- 2. The fotlowihg change needs to be made to the proposed iabel on page 2, under First Aid
instructions, change “gentie stream o water” {0 read "gentle stream of water.”
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Elizabeth Brown, Agent for Envirox
ofo Chem Reg Imternational '
1990 Old Bridge Road, Suite 201
Lake Ridge, VA 22192

 -Subject:  H2Orange2 ,'C.t.mcen_:traie'fll_"f‘- B
| © EPA'Reg.No.692682 "~ . .
* Your Notification Dated 10/26/04 .

The notiﬁcati.on referred to above, submitted in cqnn.e.c':'tid_n with registration under thc Federal

Insecticide, Fungicide, afid Rodenticide Act, &5 amended, to provide a revised basic Confidential .

Statement of Formula (CSF), and a new alternate CSF; both dated 10/20/04, is acceptablé,
Your notification has been made a part of the permanent records for this file.

If you have any questions about the comments in this letter, please feel free to contact Tony Kish
at 703-308-9443, or myself at 703-308-6341. .. ' :

Sincerely, .

MafShall Swindell%/

Product Manager Team 33,

~ Regulatory Management Branch |
Antimicrobials Division (7510C)




ipproved, OMB No. 2070-0060, Approvat expires 5-11-48

Pilpase msd a‘rrsrmcrmns on reverse before comp.'sﬂ g form ] Form

. i i PP idantifier N 3

- |  Unitesr smes o Registration o denn‘ ier Number

' Amendment
\"IEPA Environmental Protection Agency oth
: er
' Washington, DC 20460 '
Apphcatlon for Pesticide - Section!

2. EPA Product Manager -3. Proposed Class{fication

1. Company/Product Number

£3268-2 ) Swindel! .
4. Company/Product (Name} - . PM 4 [:] None D Restricted
H2Orange?2 Concentrale 117 ) 33

5. Name and Address of Applicam {include ZIP Code} 6. Expedited Raview. In accordance with FIFHA Sectlon 3{(c}(3)
{b)(i}, my product is similar or identicat in compesition and labeling

EnvirQx, LLE ) .
1938 E. Fairchild Strest ’ to: . .
anville, iL 61382 EPA Reg No. -
‘ ! Chack if this is a new address ' Product Name
Section - i
[:’ Amendment — Explain betow . ; I ' Final printed |abels in response 1o
' . Aoencv letter dated
D Resubmission in respensa to Agency latterdated . D *Me Too" Application

!} Notification — Explain betow . . ' D Other — Explain below

- Explgnation: Use additional page(s) if necessary. (For Section | and Section i) .
Notification of Change in Product Chemistry per PR Notice 98-10, Section lil

This notification is consistent with the provisions of PR Notice 95-10 and EPA regulations aj 40 CFR 152.46, and no olher changes have been made
to the tabeting or the confidential statement of formula of this groduct. | understand that it is a viclation of 18 U.5.C. Sec. 1001 to willlutly make any
faise statement to EPA. 1 further understand that if this notificalion is not consistent with the terms of PR Nolice 98-10 and 40 CFA 152.486, this
product may be in violation of FIFRA and + may be subject 1o enforcement action and penalties under sections 12 and 14 of FIFRA,

Section Hi
1. Material This Product Wilt be Packaged in:
Chito-Resistant Packaging Unit Packaging Watar Solubte Packaging 2. Type of Containgr
Yes Yes Yes Meial
. Piastic
‘N_o ) No ) NG . Glass
*Certification must It"Y¥as" | No.per - | H"Yes" No. per Paper
be submitted Unit Packaging wgt. container | Package wgt containar Qther (Specify}
Lecation of Net Contents information 4. Size(s) Retail Container ' 5. Location of labe! direclions
Labet D Container On Label :
. On Label accompanying producs
6. Manner in Which Label is Affixed to Product. [ ] Lithograph .| Other .
' [ Paper glued
Stenciled
Section IV
1. Contact Person (Comglele items d:recﬂy be!ow for idenlification of indivigual to be contacted, if necessary, lo process this application.}
Name Tite Telephona No. {include Area Code}
Elizabeth Anne Brown - 1 ChemReg mtemanona! LLC . 703-492-7905
Certification 6. Date Appicalion
I certify that the statements | have made un this form and all gitackments thereto are true, accurate and mmp!ete - Received
1 ackruwledge that any knawingly {alse or mislexding statlement may he purishable by fire ar imprisonment or reeame
both under upplicable law .
2. Signature 3, Title” ) - {Stargped)
" | ChemReg international, LLG ~ YR
72?.444.4./ s %-oww—/ _ Authorized representative for EnvirOx LLC . cesebe
’ : T A 4
. A - a » »
4. Typed Name 5. Date ] . s sanmbs
Elizabeth Anne Brown , Cetober 26, 2004 . eses o'
l : . * [} ) . : . L XL R}
L J L
EPA Form 8570-1 {Rev. 8-94) Previous editions are obsolete. ‘White ~ EPA File Copy (Original)  Yeilow ;Iﬁfplicam Copy
[ ] [ ] B
agay

53
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1990 OLD.BRIDGE ROAD, SUITE 201
LAKE RIDGE, VIRGINIA 22192-253873

DIRFCT: 703-492-7905 E-Mais: brown@chemreg.com
MaIN:  703-492-0445 . : WeB S1rES: www.chemreg.com -

Fax: 703-492-0668 .' www_pesticide.net
EUIZABETH A. BROWN, Pa.D.

Qctober 26, 2004 ] ' . Contains Confidential Business Information

Document Processing Desk (NOTIF)

{.S. Environmenial Protection Agency (7505C)
LJ.S. Environmenial Protection Agency

Room 266A, Crystal Mall 2

1801 South Belj Street

Arlington, VA 22202-450]

Aun:  Marshall Swindell (PM 33)

Re:  HORANGE, CONCENTRATE 117, EPA Reg. No. 69268-2
Notification per PR 98-10 for Changes in Product Chemistry

Dear Muarshall:

On behalf of our client, EnvirQx, LLC, and as discussed with vou by phone on Wednesday,
October 20, 2004, we are submitting the enclosed notification under PR 98-10 for product chemistry
changes for the abave product.

The previously accepted CSF was dated 7/29/98 and was accepted by the Agency on 10/23/98,
Cortrections have been made to the basic confidential staterment of formula, and an aiternate confidential
staternent of formula is being submitted at this time. As you specifically directed, these are being
submitted as notifications, and I have enclosed an unsigned bul detailed commeried version of each CSF
to clearly identify the comections and revisions as you requested. :

Enclosed please find EPA Form 8570-1, two copies each of the hasic and alternate CSF, and one
copy each of commenied versions of the basic and altemnate CSF. Please contact me by phone or email if
there are any questions of CONCems about this notification. Because of the extent of the corrections, 1
would appreciate receiving confirmation of the aceeptability of this notification by.-email when the Agency

' has completed 1S review.

Sincerely,

| ‘(fgfﬂzmu&aﬁwm/ N o

Elizabeth Anne Brown - , .

ce: EnvirOx, LILC ' | . e "ast
CONSULTANTS TO SUCCESS™ PR

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pestinide,
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regxﬁatory
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Design

and Scientific Matters.




S0 T, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

: Ay WASHINGTON, D.C. 20460 -
Wj oA 7=
e ppo1e”
July 7, 2004
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT

OPP Decision Number: D-345946

EPA File Symbol or Registration Number: 69268-2
Product Name: H20RANGE2 CONCENTRATE 117
EPA Receipt Date: 06-Jul-2004

EPA Company Number: 69268

Company Name: ENVIROX, LLC

ELIZABETH ANNE BROWN
ENVIROX, LLC

C/O CHEMREG INTERNATIONAL, LLC
1990 OLD BRIDGE ROAD, SUITE 201
LAKE RIDGE, VA 221922383

SUBJECT: Receipt of Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your application for Amendment. If you

submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide

Registration Improvement Act.
The Action has been identified as Action Code: A57

AMENDMENT:NON-FAST TRACK;

Please remit payment in the amount of: § 3,000 to:

By USPS:

USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277

Pittsburgh, PA 15251

%5




By Courier:

U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/0 Mellon Client Service Center
500 Ross Street, Room 670

Box 360277

Pittsburgh, PA 15251-6277

Aun: EPA Module Supervisor
Telephone: (412) 236-2294

All payments must be in United States currency by check, bank draft, or money order drawn'
to the order of the Environmental Protection Agency. To ensure proper credit, please write the
OPP DECISI_ON'NUMBER on your check, and enclose a copy of this letter with your payment.

You may be eligible for a full or partial waiver of the registration service fee if, for example,
you qualify as a smal] business or are applying for a minor use, or if your application is soley
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees.

If you have any questions, please contact the Pesticide Registration Service Fee Ombudsman,
at (703) 308-8260. :

Sincerely,

.l
ront End Proceksing Staff

Information Resources and Services Division

4%



Fee for Service

- This package includes the following for Division ?

t _INew FFS Action | T RD I

| X Amendment | X AD l

i __'Waiver Request 1 BPPD |

[ Woluntary Payment Request B

Receipt Nos. S- 743 3(,&? Lo

@ | ProductRisk Manager: #n 33 ’ :
EF’A Flle Symbol/Regr No I é 7,2 62’7 “’/"- o .“*.;ar

\Pm Punéh Date 7/ 3 /0 % x‘, '_3,,/;3

O This item is NOT subject to FFS action. N
Action Code: A 6?" Amount Due: $ SOOO

Voluntary Payment Reduction Amount;

D 0% 0 40% 0 80% Qriginal Decision #:
0 10% 0 50% 190%

[J20% 1 60% d 106%

025% 0 70% O Gther D-

0 30% D 75% %

Reviewer. - Laax? fr Noble Date: _ 7 / 7/ Q4
Remarks:  Review of E Wicouy D

FFS cover sheel revision 3

<7




Risk Manager Reviewer,
Sent Date:

Type of Registration;
Agction Desc

Ingredients:

R .
S *** Data Package Information “ * *
‘ Expedite: () Yes § No Date Sent 15-Jul-2004 Due Back:

OP Ingredient:

Karen Leavy KLEAVY

Calculaled Dus Date: 23-Jan-2005

Product Registration - Section 3

(AS7) AMENDMENT . NON-FAST TRACK;

000595, Hydregen peroxide(3.95%)

Edited Due Date:

F’ o — .- -
DR & [305482) Decision #: 345946
DATA PACKAGE BEAN SHEET
Date: 15-Jul-2004
Page 1 of 1
* * * Registration Information * * *
Registration; §5268-2 - H2ORANGEZ CONCENTRATE 117
Company: 69268 - ENVIROX, LLC
Risk Manager: RM 33 - Marshall Swindell - (703} 308-5341 Room# CM-2 308H

000593, Hydragen peroxida

DP Title:
CSF included: @ Yes () No Label inctuded: @ Yes () No Parent DP &
Assigned To Data in Date Out

QOrganization: AD / PSB

Administrative Cua Date:

Team Name: EET

Negotiated Bue Date:

Reviewer Name:

Projected Completion Date:

‘ntrador MName:

*** Studies Sent for Review* ™"
Mo Studies

** * Additional Data Packaga for this Decision ***
Ne Additional Data Packages

** * Data Package Instructions * * *

11-Jan-2005

PLEASE REVIEW THE EFFICACY DATA SUPPORTING THE PROPOSED LABELING CLAIM
{HEPATITIS 8 VIRUS].

FEE FOR SERVICE, ACTION CODE A57, ADMIN DUE DATE 01-23-2005, ETT DUE DATE,
12-23-2004.

5%




Please Read All instructions Befare Completing this Form (Form must be typed) Farm Approved. OMB No. 2070-0044. Approval Expiras 1-31-95

United Statas

. _ : o Enwrohméntal Protection Agency ”i A
. h Em S Office of Pesticlde Programs (7505C) PL- &
v wi 4% Washington, DC 20460
) ’ Notice of Supplemental Distribution of a Reglstered PEStICIde Product

- Instructions

After a registrant has obtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submitted for each distributor prodiect and must be signed by the
distributor involved. The basic registration number and the dlstnbutor company number must be shown.

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the

distributor apply, on letterhead stationery, o the Registration Division to have a number assigned prior to submitting
this form to the agency.

This Notice of Supplementai Dlslnbutlon must be submitted by the basnc registrant. The completed form must have
the concurrence and signature of both the registrant and the distnbutor

EPA Rogistration Number of Product ' Dlstributer Company Numbar
69268-2 ’ - 73835

Note: Do.not submit distributor product iabels

Name of Registared Product (basic product name accepted by EPA} Distributar Product Name . .
‘H20range2 Concentrate 7 117 for Ma uallﬁl?ﬁgfzzgez Concentrat
{Manual Dilution) ' or Man :

1

2. H2Qrange.? Concentrate 117 _far

Name and Address of Distributor {Typs; include ZIP code) Manual Dilutions. 3. H20range?2

Performance Food Group ' Concentrate 117 for Manual Dilution
12500 Westcreek Parkway Oonly
Richmond, VA. 23220

. .Read All Conditions Before Signing

1 1. The distributor product must have the same composition as the basic product.

2. The distributor product must be manufactured and packaged by the same person wha manufactures and packages
the registered basic product.

3. The labeling for the distributor product must bear the same claims as the basic product, previded, however, that
specific-claims may be deleted if By doing so, ne other changes to the label are necessary.

4. The product must remain in the manufacturer's unhroken container.

5. The fabel must bear the EPA registration number of the basic product foilowed by a hyphen and the distributor's -
company number.

6. Distributor product labels must bear the name and address of the distributor quahfed by such terms as packed
for.." "distributed by..."; or "sold by..." to show that the name is not that of the manufacturer,

7. All conditions of the basic registration apply equaliy te distributar products. It is the responsibility of the basic
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product.

) Distributor
We intand fo markel aur preduct under the Distributer Product Name specified above, subjact to the conditions specified ont thiseNatice.
LR ]

Signature and Yifle of Disty r . . Date
@ﬂﬂ g &) i 7/20/0 [T Y]
. £; g y ¥ ~ -

211

Registrant . : .cn. oaoa-o
! egres that the distributor named above may distribute end sell the Distributor Fraduc! spacifiad above, subjact to the conditiop® spadfied on th.‘s' .
Notice. ’ LY T -o.c.
%rem of Registrant . : I Data cedes’
. . - - ..I
- .'-P‘.
thig4 £} /(( f{_ﬂ(ﬁ--" - ' ’T//J /
. . 2 & .
EPA Form 35?0-5 {Rev. B-84) Pravious aditions are ohs tai-a. ’ i Whita - EPA
"US. GPO: 1995432- ATeBI004

¥



Please Read All Instructions Before Comglating this Fortm (Ferm must be typed) Form Apprevad, OMB No 2070- 0044 Snproval Expires 1-31.495

United Statas

nEP _ Environmentai Protection Agency ' P ,@ y R S “ .
ol A . © Office of Pasticide Programs (7505C}
v A Washington, DC 20460

Notice of Supplemental Distribution of a Registered Pesticide Product
Instructions

After a registrant has obtained final registration for the basic preduct, the registrant may then supplémentally
distribute hisfher product. One form must be submitted for each distributor product and must be signed by the
distributar invalved. The basic registration number and the distributor company number must be shown.

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the

distributor apply, on lefterhead stationery, to the Registration Dlwsmn to have a number assigned prior to submitting
this form te the agency.

This Notice of Suppiemental Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor.

EFA Registraiion Mumber af Product Distributer Company Numbar
69268-2 | 73835
Note: Do not submit distributar product labels
N;{r;agfrﬁae?iis:aeru; Product (bas:'; ;rodtucf nalmle ;ccepred by EPA} _ Distributer Praduct Nama 1. HZOfangeZ Concen-
( Manugl D?{i’ﬁ‘éfgn } a_ © trate 117 for Manual Diluilda.
2. H20range2 Concentrate "117 for
Name and Address of Distributer {Type; include 2/° cods)

Manual and Dispenser Dllu‘;,}cms.
Performance Food Group

I EYEEY] .
112500 Westcreek Parkway s . ot
Richmond, VA 23220 S eveens v
R . e .t..-
fnman N LA RN ]
Read All Conditions Before Signing S vone
1. The distributer product must have the same composition as the basic product. FRI
2. The distributor product must be manufaciured and packaged by the same pérscn whe manufaclur’e% aﬂd packagas
. the registered basic product.
3.

The labeling for the distributor product must bear the same claims as the bas:c product, provided, however, that
specific claims may be deleted if by doing so, no other changes to the labe! are necessary.

4. The product must remain in the manufacturer's unbroken container.

3. The fabel mustbear the EPA registration number of the basic product, followed by a hyphen and the distributor’s
comgany number.

6. Distributor product Iabels must bear !he name and address of the distributcr qual:red by such terms as “packed
for..." "distributed by..."; or "sold by..." to show that the name is not that of the manufacturer.

7.

All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic
regisirant to see that all distributor labeling is kept in compliance with requiremeants placed on the basic product.

Distributor

W3 intend to markat our product ynder fhe Distributor Product Name-spgc:‘ﬁad above, subject o fhe conditions specified ap fhis Notice:

Y gnature aad, Titte of Distributar - N Date
: MU n—) Ca:ﬂ(’qo/dq mam?p/a S éA S//Q}

Registrant

A {agrae ihat ihe disiributor ramed above may distribyte and sefl {he Distributsr Product specified above, subject o the conditions specified on this
Metice, ) :

Sigraivrh and Title of Registrdnt . I C ) , " Date’ ) é@
%. i ﬁb/}ﬁ/\. éJ‘?@ - _ [g/&_:/@,,’:
(I ! 71 .
. BPA Form 8510-% (Rev. 8-94) Previous editia{s.am choalela. White - £74
C WS GFO1998.002.472423:008 r




FQPA.

PR A

SUBMISSION BAR CODE &5 &£ /7 g%  REVIEWER KL cavy- Muni
. - o 4

. . A B . . - ) . . ] . ') -
CADING: FCRM_FOE _RTEIICATIONS FOR REGISTRATION/RMENNMENTS

FILE SYMBOL/REG NO. & $.24 &-.7, P (3.3  RCTION CODE.3-7.2
DESCRIPTOR 4 [Feptwdte 1By dnd A/d»;ﬂf'

[ )-CHILD RESISTANT PACKAGING: ‘[ | CERTIFICATION-- -
B [ ] NON-RESIDENTIAL USE ONLY
{ ] NOT APPLICABLE -

REGISTRATION TYPE: [ '] CONDITIONAL [ | UNCONDITIONAL
BROPOSED TLASSIFICATION: [ ] GENERAL [ ] RESTRICTED USE

.. DATE"ON APPLICATION EPA RECEIVE DATE “PM "RECEIVE ‘DATS-
gl zd ot . longd 2/ on’J 4571 221 0.7).
.‘-—me#ﬁé'r—--snppqm-.- - W Exzmmu_. ..
[--—--}—GI—:FEnM.If . LR S -} SUBMITTED .- - L P LI
[ ) SELELCTIVE:, {" ] NOT.SUBMITTED _... -
[ J ROT SUBMITTED .[ ] NOT APPLICASLE ] : o
[ "] NOT APPLICABLE™ [ } INCORRECT/RESUB -~ -+
[ 1 mc:o&ascr/xasua- . H . -
n.zv:zw(SJ nzovrs'rzn DATA -  DATE DUE DATE -
R " Pack # SENT- . DRTB* ~ RETURNES— .
® . cpaswmr [~ T i '
o EFFICACY .

TOX1COLOGY

. MED TOX.

ENVIRON. FATE

F1SH/WILDLIFE '

OTHER ¢
STATUS
. . :.*a. -
STIDNNSE TODE L7 SCSPONST DATES _:;UN ‘]'92002, / 6/
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3;& 1) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%Mﬁ WASHINGTON, D.C. 20460
%mg FRO“"O JUN 1 9 zmz

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

Ms. Janine Polizzi
Agent for,

EnvirOX, LLC

1938 E. Fairchild Street

Subject: H2Orange2 Concentrate 117
EPA Registration. Number 69268-2
Your Notification Dated May 20", 2002
EPA Received Date May 21%, 2002

Dear Ms. Polizzi:

This notification referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to add the alternate
brand name, H2Orange2 Concentrated Household Cleaner, is acceptable.

Your notification has been made a part of the permanent records for this file.

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at
(703)-308-6237.

Sincerely,

A,
Marshall Swindell
Product Manager 33
Regulatory Management Branch | N
Antimicrobial Division{7510C) )

lez.
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Plaasa regd instructions on reverse bafore compieting form Form Approved, OMB No. 2070-D060, Approval expires 5-31-58
~ United States Reglstration OPP identifier Number
- EPA ' . . Amendment

L v 4 Environmental Protection Agency
X | Cther
Washington, DC 20460
Application for Pesticide — Section |

1. Company/Product Number 2. EPA Proguct Manager 3. Proposed ClassHicalian

69268-2 M. Swingdell

4. Company/Product (Nama) PMmg l X I Nong D Restricied

HOrange; Concanirate 117 33

5. Name and Address of Applicant (Include ZIF Code) 6. Expetled Review. In accordance with FIFRA Secbon 3{c}(3)

EnvirOx, LLC {b)(i), my product ls similar or identical in composition and labeling

1838 E. Fairchild Strest lo:

Danville, ik 61832 EPA Reg No.

! | Check if this is a new address Proguct Name

Section -l
‘ ’ Amendment — Explain below [:, Flnal printed iabels In rasponss to
Agency latler dated
D Aasubmission in response 10 Agency lefterdated D “Me Too™ Application

Notfication — Explaln balow . D Oihar — Explain below

Explanatlon: Use additional page{s) il necessary. (For Section | and Section ]1.}
This is & Notificatian per PR Noiice 58- 10 to add an Aliemate Brand Name, H2Orange: Concentraied Household Claaner.

This notification is consistent with the provisions of PR Notice 98-10 and EFA regulations at 40 CFR 152.48, and no other
changes have baen made to the labeling or the confidential statement of formula of this product. 1 understand that it is a
vinlation of 18 U.5.C. Sec. 1001 to willfuliy makn any faise statamem to EPA. | further undersiand :hai if this notification is not
consisten! with lhe terms of PR Naotice 98-10 and 40 GFR 152 .46, this product may be in viotation of FIFRA end | may be
subject to enforcement action and penshies under sections 12 and 14 of FIFRA,

Section 1l
1. Malerial This Product Will be Packaged in:
Chitd-Reslsiant Packaging Linit Packaging Water Solubla Packaging 2. Type of Container
Yas Yes Yes [ 1 Metal
No X | No X! No Zigsst;c
“Certification must If "Yes" No. per IF “Yes NO. per Paper
be submitted unit Packaging wqt. containgr | Package wgt container B Other (Speciiy) _
3. Location of Nat Contants infarmation 4. Size{s] Retail Contalner 5. Location of lahet directions
Label | D Container 32 ounces On Labe
_{ On Label accompanying product
8. Manner in Which Labal is Affixed to Product |__] Lithograph [ ] other __
.| Papsr glued
Stenciled
Saction IV :
1. Contact Parson (Complete tems directly balow for identification of individual 1o be comtacted. if necassary, 1o procass this appiication.)
Name Titte Telephone No. {includewiraa Gode)
Janing M. Polizzi ChemPeg International, LLC FO3-452:2707 w "en' 3
Authotized Agent . s . -
Certificatinn *  je6. Daig Application
1 certify 1hul the stutemests [ have mude an this form and af atlachments thereto are true, accurate and complete. eseefs  Feaeived o
Iacknpwledpe that any knowinaly fulse or misleading statement may be ponishable by fine or imprisonment nr . e A
huth under applicable law - cpsenn
2./35 naiure 3. Tlie tesed «{Stampad)
W - ChemReg International, LLC : s | .

0 5/‘ Autharized Agent Besad case
f/ ' [ N X l.
4~ Typed Neme 5. Dale e =
Janing M. Palizzi May 20, 2002 : Pt
EPA Form 83701 (Rev. 8§-94) Previous cdilions are obsolete, White — EPA File Copy (Original)  Yellow - Applicant Copy

02




1990 OLD BRIDGE RoAD, SUITE 201
LAKE qucz, VIRGINIA 22192-2383

DIRECT; 703-492-2717 . E-MAri: polizzi@chemreg.com
MaIN: 703-492-0445 WEB S1Tes: www.chemreg.com
Fax: 703-492-0668 - www.pesticide.net

JANINE M. PoLizzi1
May 20, 2002

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mali 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attn: Mr, Marshall Swindelt (PM 33)

Re:  H,Orange, Concentrate 117 (EPA Reg. No. 69268-2)
Notification per PR 98-10 to add alternate brand name, H;Orange,; Concentrated
Household Cleaner

Dear Mr, Swindell:

As permitted under PR Notice 98-10, EnvirOx, LLC is adding an alternate brand name,
H2Orange2 Concentrated Household Cleaner, to EPA Reg. No. 69268-2. Enclosed please
find EPA Form 8570-1 and one (1) copy of the label with the change identified. Please let me
know whether you have any questions about this notification, which is submitted on behalf of
our client, EnvirOx, LLC,

Regards,
. P09
L] L] L]
LEX R D R} e »
- * »
L] L] L] .
L] [ ]
r : k . M e LN} ... ..
“Janine M. Polizzi A S
[ R ] * *
FrhBdAaRE
. adhp e L
ce: EnvirOx, LLC e .
LL AR R} kb
.I-..
"y -
& L J »
[ ) LA ]

CONSULTANTS TO SUCCESS™

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide,
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regulatory
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Design

and Scientific Matters. ég/
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DIRECTIONS FOR USE s viotation of Federal aw b wse this prociues |
in 2 manna inconsTsizin with s Libelimg. :
EnvitOx HOrangé, Contentratad Hovsahald Claynwr, when usad a5 Hiracted
a5 & smtist, ki §5.93% o the klowing: Siaphyleoocos surets, Salmonzla
chohrassm, Kiebtiela casumanias, PeLEomorss 20/UN0 54, STEmooDELs
Ieptels, em? Escharichia coll Wawn wsod as diraeted a5 4 vineids, HOrnge,

i e e e e S

TS e R L RS
}"{jﬁ’ Concersziad Hemmahois Cleansr kil the Toliewing vineses in S minges &t mom
- SRS tamparste (20+4-1° Gy Horpes simpla vis Typa 2. Influerza A2/Japan To
o) ':D“m imsuree 12t &ll bagtarial aad vise} spents ara kibag as slatad, use 10 02 of modu
PR SR SRS cancanuzta pei galon of warar.
f f 10 CLEAMING: Using the approprists casring seiution for the type of surfacs wobe

treatedt, thorouy clan the suilace, alles to atr dry. B newdad wse atidicenal sely-
ien Rapiyce solien daily, - ;
TO UBE AS A SANITIZER AND VIRUCTTFE (N BATHRODMS: AST 10 oz o)
product eeneamram par galon of watar for s, lsimets, syantsis, winehs, it ¢
{romwes: crrered surEces) anc a8 hand cont2 sufeces o wek os wals, s |
and fipos wisre wing and soffs tuiks up. Reptace sohkinn dally. Folow instrue-
tions for Irgnimane, harz, non-pomit stdaces,
CECOORRING: For general eodoriziny, use 2 parss Hydmngs, Coacanrawsd
Hm.sai'nid cnamr w0126 pans rmer(zaugahnj. Anpy (0 hard Nor-pemus

13 tea aiors due o epdtags frn m;
mmm;mmmmgdwmamm:mmwm“mahﬁj i

5 LA
OLAand, NOM: - aI0US: DUNACES Gk mafter, stncks o Sodt caposit, sl plars processps. midew and mold i
'@ﬁ@‘g o H,,ﬁ;’-‘%::h ESw surtsens in musty elosak. For eAactiva, high lavel, Geodorzing, use 60 pars
23 TOFHEWOF CHILDH&N N * HyDrange; Cencertrated Howsehold Gazner to 112 parrs wasiar (10 a2/ galion] .
; TQ USE AS A SANITIZER AND VIALCIDE OM INANIMATE, HARD, NON- !

PORDUS SURFACES: Add 10 ouress of predus concanir=ta per gaden of water,
Apply sohstion IberBy i pre-claanad fard surkaces, with a spray boile, pmmg 1p
presss spraye with a esarse sproy, coi, sponga o mop, ABow surace 1
remain wer kr § miness, e, eiher allo [ aF dry or wita diy © remevs etsass
lineid Heavly soited sistaces should be pre-cleened wilh e same sohton
Riplace sobaion doky.

. o —— e

. S s (b SRR i T L kS
w...-"‘""‘-'.l-“ﬂm.VMM—“’“_ ---- M-H"‘"'m-..,_ ,..‘-.--"'-““"#*’.w‘#“d—m‘““hm"‘ﬁu\,
-""'w—;" “-‘M‘"\. - el -~ m“--:-..
CLEANMG BLUTIONS T {AZARDS TOHUMAN AND DORESTIC ANMALS
! CLEANING APPLICATIONS Y AL :
L CALTION: hsanmqv%Ammﬁaﬁqaﬁrmﬁhu;M i
. Bathrogm surnavas :
; domughly $Eh so and weter after hancliog, Avdd eoganineon & ood ;
 USE HEAVY-DLTY DILUTION. (10 .ol Spray s, tces, oute cler, o0 | bE;dh::z:m b . i
§ {ma floer around o, &b e showey lberaly, Let 5 for e minos then e P e e cr iy |
} wios of scrub gean. No rimse is required. Lise as daify shower epray 1o prevent p s = H
) sqllbulldup. Spray sutaces akar showes and I dry. RAST AlD: . !
3 Kichan sufaces [F INEYES: Haid oy open &nd fnse dowy amd genty oidr eaier Bt 45-20 minuies. i
: USE HEAYY.OUTY DILUTION. (10 02.gal) Sprmy and whe clan, For haany Famore corac s, peser, 2 st S in.s, (G o AR I 2
{ suik on bood amf stoveops, suay end W sk 8 few mnudes then saub of woe Fous;m:muws gﬂiﬂlﬂ Wa H.. h:m@ﬂztflﬂ'l :
}  cloan, For odor conlrel i garbogs comainers, spay ighdy befors sseding pias. garty of wathr hr 15:20 cinutes uﬁmmﬂﬂ%ﬁ‘ﬁmbmﬁ :
4t finar - :
: \ Capmsteins F SHALLOVED: G s o e icnst oy Reveamenestce.
} USE CARPET SPOTTER DILUTION. i2 o2l Badere daarivy, st 2 idian A 2 s vy 100 P o i o o
;  secinn Jor cole! fastiess. Ramove grest sol. 1han soak Spot and el i for ive o0 by 3 poizon corta oarer o 0 gwm-pﬁMM?mmmn—
: : miaﬂniru!ss,Bumemﬂinecwn‘@dqﬂkﬂammasnmmﬁ sas dﬁt" 5“
? | petmaoun based sians 550 Super-Duy Do (2448 G0} M R2YAN ;g 0 s ik e i gl c o1 o en oloen B o |
;  cleanwate erthid regiaon, prratly TR T, i Gl it goverd Smisaor |
i § Glass suriaces doctat bor rihar reeimment Sica. Y :
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Kyle Sibinovic, Agent’ for Envirox
c/o Shaldra, Inc. '
4327 Reels Mill Road

Frederick,

Subject:

MD 21704-7759

H2Orange2 Concentrate 117
EPA Reg. No. 69268-2
Your Notification Dated 3/11/2001 -

APR 04 268

The notification referred to above, submitted in connection with registration under the Federal -
" Insecticide, Fungicide, and Rodenticide Act, as amendéd, 1o change the registrants address,
‘telephone, and fax, and fo add the alternate brand pame. “H20mnge2 Concentrated Household
_ Cleaner™, and to change abbreviate the contamer sizes from gallon to gal, and ounce to 0z, is

acceptable

Your notification has been made a part of the permanent records for this file.”

If you have any questions about the comments in this letter, -.plcase feel free to contact Tony Kish
at 703-308-9443, or myself at 703-308-6341.

Product Manager Team 33,
Regulatory Management Branch [
Antimicrobials Division (7510C)
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SHALDRA, lNC.':/

4327 REELS MILL RD - FREDERICK, MD 21704-7759

(301) 695-1200

FAX: (301) £95-1409

email: shaldra@starpower.net

Document Processing Desk {(NOTIF)
Office of Pesticide Pragrams (7504C)
Us Environmental Protaction Agency
Room 2664, Crystal Mall 2

1821 Jefferson Davis Highway
Arlington, VA 22202-4501 for

Marshat! Swindell
Product Manager (33)

Regulatory Management Branah | Re:

Antimicrobiat Program Division (7510W)
US Environmental Protection Agency
Crystal Mali 2, Room 266A

H20range2 117 Concentrate
Notification of Address Correction
EPA Reg. No. 69268-2

OPP |D# 233388

1921 Jefferson Davis Hwy 03-11-2002

Arlington, VA 22202

Desar Mr. Swindell:

As directed, | am sending you the folfowing notification:

1. Application for Notification of Address Corraction - OPP |D # 233388.
{a} Notification of the address cormrection for EnvirOx, LLC

From: EnvirOx LLC To: EnvirOx. LLC
Box 19-Maple Grove Rd. 1938 E. Fairchild St
Georgetown, |L 61842 Danville, IL 61832
{b} Addition of the alternate brand name: R,0Orange, Concentrated Household Cleaner.

{c) Change container sizes to read: ga! in place of gailon, oz in place of ounce.

New phone #: 217-442-8556
Newfax #  217-442-2568

2. Copy of the master |abal with the address comection noted.

3. All correspondence is to be sent as usual to the above address to the attention of cur agent, Dr.
Kyle H. Sibinovic, at her address as given above. '

The above comection is the only change made to the label. Except for item 1{¢), no other changes have
been made since the changes to the First Aid section submitted in October, 2001, and the notification
statement as per PR Notice 98-10 is included on the Form 8570-1,

Sincerely yours,

R 2 AA M, P31

Kyle H. Sibinovic, Ph.D.
Agent for Envirox, LLC
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FRONT PANEL - FENVIROX 117 MASTER LABEL 031102

(logo)

H,ORANGE, CONCENTRATE 117

OXIDIZING MULTI PURPOSE CLEANER, DEGREASER & SANITIZER (NON-FOQD
CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-POROUS

SURFACES
ACTIVE INGREDIENT
Hydrogen peroxide 3.95%
OTHER INGREDIENTS | 96.05%
TOTAL 100.00 %
KEEP OUT OF REACH OF CHILDREN
CAUTION

PRECAUTIONARY STATEMENTS
SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

EPA Reg. No. 69268-2
EPA Est. No. 69268-IL-001

ENVIROX, LLC.
1938 E. FAIRCHILD ST
- DANVILLE, IL 61832

NET CONTENTS: 5 gal (640 oz);1 gal {128 oz, 3784 ml); 32 0z(346 ml)

a L]
- " =
LR RN RN ] *d 4aa

This produrct is not to be used as a terminal stevilant/disinfectant on any surface or instrument that (1) is introcgiceddifectly into the hizman

body, either into or in contact with the blcodstream or normally sterite areas of the body, of {2) canlacts intct mucsus meqbrangs, but

which does not ordinarity peneirate the blgod barmier or otherwise enter normally sterile areas of the body. This gaoduct ma‘wbe-n.md ta
L ] »

preclean or decentaminate critical or semi-crifical medical devices prior to sterifization or high tevel disinfectich. 3
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LEFT PANEL - ENVIROX 117 MASTER LABEL 03-1+-02
. EnmvirOx 800-261-3604

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMAN AND DOMESTIC ANIMALS

Caution. Causes moderate eye damage. Avoid contact with eyes,' skin, or clathing. Wash thoroughiy with
spap and water after handling. Avoid contamination of foed.

After product is diluted in accordance with directions for use, safely glasses or other eye protection
are not required. Product, after dilution according to directions, is non-irritating.

FIRST AID
iF IN EYES: Hold eye open. Rinse slowly and gently with water for 1520 minutes. Remove contact lenses, if present,
after the first 5 minutes, then, continue rinsing eye. Call a poison control center or doctor for treatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin mmedaalety with ptenty of water for 15 to 20
minutes. Call a poison control center or doctor for treaiment advice.

IF SWALLOWED: Call a poisop control center or doctor immediately for treatment advice. Have parson sip a glass of
waler if able lo swallow. Do nof induce vomiling unless told to d¢ 50 by a paison conlrol center or doctor. Do not give
anything by mouth 10 an unconscious person.

IF INHALED: Move victim to fresh air. If not breathing, call 911 or an ambulance, then, give artificial respiration,
preferably mouth-to-mouih, if possible. Call a poison control venter or doctor far further treatment advice.

STORAGE AND DISPOSAL
IN CASE OF SPILL. Clean up immediately. To clean up spill, flush area with large quantity of water.

STORAGE: Do not contaminate water, food, and or feed by storage. Store below 95°. Keep concentrate
away from incompatible matenals.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal.

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Rinse and recycle
or dispose of in trash.

DIRECTIONS FOR USE
it is violation of Federal faw to use this product in a manner incansistent with its labeling.

H,Orange, Concentrate 117, when used as directed as a sanitizer, kills 99.99% of the following:
Staphylococcus aureus, Salmonella choleraesuis, Klebsiella pneumnoniae, Pseudomonas aeruinosa,
Streptococcus faecalis, and Escherichia coli. When used as directed as a virucide, H,Orange, Concentrate
117 kilis the following viruses in 5 minutes at room temperature {20+/-1°C): Herpes simplex virus Type 2,
influenza AjJapan, and HIV-1 (Human Immunodeficiency Virus). To insure that all bacterial ang viral

agents are killed as stated, use 10 oz of product concentrate per gallon of water.  2**$"3 e ae
":.': E-oc:.
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BACK PANEL - ENVIROX 117 MASTER LABEL 03-11-02
ErrvirQx 800-281-9604

Cleaning: Using appropriate cleaning sofution for the type of surface to be tn"eated, thoroughly clean the
surface, allow to air dry. If needed use additicnal sciution, Replace soiulion daily.

To use as a sanitizer and virycide on inanimate, hard, non-porous surfaces: Add 10 ounces of product

concentrate per galion of water. Apply solution libgrally to pre-cleaned hard surfaces, with a spray botlle,
pump Up prassure sprayer using a coarse spray, cloth, sponge or mop. Allow surface to remain wet for 5
minutes, then, either allow to air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be
pre-cleaned with the same solution. Repiace solution daily.

To use as a sanitizer and virucide in bathrooms; Add 10 oz. of product concentrate per galion-of water
for sinks, faucets, counters, urinals {(non-water covered surfaces), toilets (non-water covered surfaces) and
all hand contact surfaces as wel| as walls, stalls and floors where urine and so:ls build up. Replace solution
daily. Follow instructions for inanimate, hard, non-porous surfacas.

HiV-1: To kifj HIV-1 in 5 minutes at room temperature (20-25° C) on precleaned envirormental
surfacesfobjects previously soiled with blood/body fluids at a concentration of 1 oz / galton {1 part of
H,Crange, Concentrate 117 to 127 parts of water). For use in health care settings or other seftings in which
there is an expected kkelihood of soiling of inanimate surface/objacts with blood or bedy fluids, and in which
the surfacaes/objects likely to be soiled with blood or body fluids can be asscciated with the potential for
transmission of human immunedeficiency virus Type | (HIV-1 Associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HiV-1 {(HUMAN
IMMUNOQDREFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS:

Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover-
ings. Cieaning Procedure; Blood and other body fluids must be thoroughly cleaned form surfaces and
objects hefore application of diluted product using the Heavy Duty or Super Duty Cleaning Solution.
Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz / gallon, with both
organic toad and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time
for sanitization and virucidal activity as given on this label.

Infectious Materials Dispasal. Claaning materials that may contain blood end other body fiuids should be
disposed of by autoclaving or as directed by the facility safety officer.

Deodorizing

For general deodorizing, use 2 pan H,Orange, Concentrate 117 lo 126 paris water (2 oz / galion). Apply
te hard, non-perous surfaces to eliminate generally offensive odors. For effective, high tevel, deodorizing,
use 10 parts H,0range, Concentrate 117 to 118 (10 oz / gallon) parts water. Apply lo hard, non -porous
surface thoroughiy to eliminate odors due to spillage from post-colostomy, post-ileostomy dressing and bag
changes, and other spills such as urine or fecal matier, smoke or soot deposits, industrial plant processes,
mildew and mold, and surfaces in musty closels.
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RIGHT PANEL -ENVIRCX 117 MASTER LABEL 03-11-02
EnvirOx 800-281-9604

CLEANING SOLUTION DILUTIONS & APPLICATIONS

LIGHT DUTY {1 Oz / gal)GREEN (bottte or label) HEAVY DUTY {10 Oz / gal) RED {battle or tabel)
Streak free window, mirror and stainless steel cleaning Bathroom, shower room, tile & grout cleaner
General floor cleaner for mopping & auto scrubbers Lrine and garbage odor eliminator

Bonnet cleaning solution for carpets Pra-spray for carpet extraction

Light wipe down cleaner General degreaser

Heavy sail wipe down cleaner
Heavy carpet spot remover
Cleans Mold & mildew

GENERAL PURPQSE (2 Oz/ gal) BLUE {bettie orlabe!) SUPER DUTY {24-48 Oz / ga!) PURPLE (potie or label)
General wipe down cieaner Renovation of tile & grout surfaces

Mopping solution for Bathroom and Kitchen floors Difficult urine & garbage odor destruttion

General carpet spot remover Scuff marks and stubborn stains

Cleans heavy mold & mildew
DIRECTIONS FOR CONSUMER LABEL - CLEANING DILUTIONS

CLEANING APPLICATIONS

Bathroom surfaces

USE HEAVY_DUTY DILUTION (10 oz/gal). Spray sink, faucets, counter, toilet, {and ficor around toilet), tub and
shower liberally. Let sit for 5 min. then wipe or scrub clean. Na rinse is required. Use as daily shower spray to
prevent soil buildup. Spray surfaces after shower and fet air dry.

Kitchen surfaces

USE HEAVY DUTY DILUTION {10 oz/gal). Spray and wipe ciean. For heavy soils on hood and stovetops, spray
and let sit a few minutes than scrub or wipe clean. For odor control in garbage containers, spray lightly before
inserting plastic liner.

Carpet stains

USE CARPET SPOTTER DILUTION (2 oz/gal). Bafore cleaning, test a hidden section for color fastness. Remove
gross seil, then soak spot and let sit for 5 to 10 min. Blot spot with a clean, soft cloth. Repeat as necessary. For
petroleum-based stains use Super-Duty Dilution(24-48 oz/gal) and rinse with clean water.

Glass surfaces
USE LIGHT DUTY DILUTION (1 oz/gal). Spray surface and wipe clean. Itis not necessary to polish the surface dry.

Laundry pre-spray
USE SUPER DUTY DILUTION (24-48 oz/gal). Testdelicate fabrics in hidden area for color fastness. Soak spotand
let sit for at teast 15 min., than launder or scrub and rinse as usual,

Tough soils
USE SUPER DUTY DILUTION 24-48 oz/ga!l}. Spray seil, let six & few minutes, then scrub or wipe ¢lean. Use for

oil and grease, bugs and tar on aulomobiles, dried food residue and pet soils. IR
4 ..E ..: -
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

~ Shaldra, Inc,, Agent for

" EnvirOx, LLC :
¢/0 4327 Reels Mill Road
Frederick, MD 21704-7759

Attention:  Kyle H. Sibinovic, PhD -

- Subject: H, Orange, Concentrate 117
: EPA Registration No. 69268-2 -

- Amendment Application Dated: March I, 2002

- EPA Received Date: February 8, 2002 B

The labeling referred to aboﬁé, subm-irtted in connection with registration under the
Federal Insecticide, Fungicide and Rodenticide Act, as amended is acceptable. A

~ stamped copy is enclosed for your records

- Marshall Swindell
Product Manager (33)
Regulatory Management Branch I -
Antimicrebials Division (7510C)

Si_xicérciy-', B
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FRONT PANEL - /FENVIROX 117 MASTER LABEL 03-11-02

(logo)

H,ORANGE, CONCENTRATE 117
OXIDIZING MULTI PURPOSE CLEANER, DEGREASER & SANITIZER (NON-FOOD
CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-POROUS

SURFACES
ACTIVE INGREDIENT
Hydrogen peroxide 3.95%
OTHER INGREDIENTS 96.05%
TOTAL 100.00 %

KEEP OUT OF REACH OF CHILDREN

CAUTION

PRECAUTIONARY STATEMENTS
SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

EGLE T

EPA Reg. No. 69268-2 BCUBF I k3

EPA Est. No. 69268-IL-001
MAR 1 4 2002

ENVIROX, LLC. ot e, Fniic, ¢
1938 E. FAIRCHILD ST e e 25 smenced. ot e

pestizide, registecad undet

DANVILLE, IL 61832 EAReg Nogfy Tl § § = Ert

NET CONTENTS: 5 gal (640 0z);1 gal (128 oz, 3784 ml}; 32 0z(946 ml)

This product is not to be used a3 a terminal sterilant/disinfectant on any surface or instrument that (1}is introduced directly into the human
body, either inte or in cantact with the bloodstream or normally sterile areas of the body, or (2] contacts intad mucous mambranes, but
which does not ordinarily penetrate the blood barrier or otherwise enter nonmally sterile areas of the body. This product may be used to
precliean or decontaminate critical or semi-critical medica! devices prior to sterilization or high level disinfection.

1
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LEFT PANEL - ENVIROX 117 MASTER LABEL 03-11-02
EnvirOx 800-281-9604

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMAN AND DOMESTIC ANIMALS

Caution. Causes moderate eye damage. Avoid contact with eyas, skin, or clothing. Wash thoroughly with
soap and water after handling. Avoid contamination of food.

After product is diluted in accordance with directions for use, safety glasses or other eye protection
are nol required. Product, after difution according to directions, is non-irritating,

FIRST AID
IF IN EYES: Hold eye open. Rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if present,
after the first 5 minutes, then, continue fnsing eye. Call a poiscn conlrol center or doctor for treatment advice.

IF ON S5KIN CGR CLOTHING: Take off contaminated clothing. Rinse skin immediately with plenty of water for 15 to 20
minutes. Call a poison control canler or doctor for treatment advice.

IF SWALLOWED: Call a poison cantrol Center or doclor immediately for traatment advice. Have person sip a glass of
water if abla to swallow. Do not induce vomiting unless tokt to do 5o by a poison contrae! center or doctor. Do not give
anything by mouth to an unconscicus person.

IF INHALED: Move victim to fresh air. If not breathing, call 911 or an ambulance, then, give artificial respiration,
preferably mouth-to-mouth, if pessible. Call a poison conirol venter or doctor for further treatment advice.

STORAGE AND DISPOSAL
IN CASE OF SPILL: Clean up immediately. To clean up spill, fiush area with large quantity of water.

STORAGE: Do not contaminate water, food, and or feed by storage. Store below 95°. Keep concentrate
away from incompatible materials,

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal.

CONTAINER DISPOSAL: Compietely empty container. Do not reuss empty containers. Rinse and recycle
or dispase of in trash.

DIRECTIONS FOR USE
It is viclation of Federal iaw to use this product in a manner inconsistent with its labeling.

H,Orange, Concentrate 117, when used as directed as a sanitizer, kills 99.39% of tha following:
Staphylococcus aureus, Salmanefla choleraesuss, Kiebsiella pnevmoniae, Pseudomonas aenuinosa,
Streptococeus fagealis, and Escherichia coli. When used as directed as a virucide, H,Orange, Congentrate
117 kiifs the following viruses in 5 minutes at roon: temperature (204/-1°C): Herpes simplex virus Type 2,
influenza A /japan, and HIV-1 (Human Immunocdeficiency Virus). To insure that all bactarial and virai
agents are killed as stated, use 10 oz of product concentrate per gallon of water.
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BACK PANEL - ENVIROX 117 MASTER LABEL 03-11-02
ErmirOx 800-281.9604

Cleaning: Using appropriate cleaning solution for the type of surface to be treated, thoroughly ciean the
surface, allow to air dry. If needed use additional solution. Replace solution daily.

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of product
concentrate per gallon of water. Apply solution liberally to pre-cleaned hard surfaces, with a spray bottle,
pump up pressure sprayer using a coarse spray, cloth, sponge or mop. Allow surface o remain wet for 5
minutes, than, either allow to air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be
pre-cleaned with the same solution. Replace solution daily.

To use as a sanitizer and vinicide in bathrooms: Add 10 oz. of product concentrate per gallon of water
for sinks, faucets, counters, urinals (non-water covered surfaces), toilets (non-water covered surfaces} and
all hand contact surfaces as well as walls, stafls and ficors where urine and son!s build up. Replace solution
daily. Follow instructions for inanimate, hard, non-porous surfaces.

HIV-1: To kill HIV-1 in 5§ minutes at room temperature (20-25° C} on precieaned environmental
surfaces/objects previously soiled with blood/body fluids at a concentration of 1 oz / gallon {1 part of
H,Orange, Concentrate 117 to 127 parts of water). For use in health care settings or ather settings in which
there is an expected fikelihood of soifing of inanimate surfacefobjects with bicod gr bady fluids, and in which
the surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for
transmission of human immunocdeficiency virus Type | (HIV-1 Associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HiV-1 (HUMAN
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS:

Personal Protection: Wear appropriate bamier protection such as latex gloves, gowns, masks or eye cover-
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cieaned form surfaces and
objects before application of diluted product using the Heavy Duty or Super Duty Cleaning Solution.
Contact time: While the HIV-1 virus is inactivated in § minutes, at use concentration of 1 0z / gallon, with both
organic lead and when diiuted in hard water (up to 400 ppm hardness), use the recommended contact time
for sanitization and virucidal activity as given on this fabel.

infectious Materials Disposal: Cleaning matenals that may contain bloed and other body fluids should be
disposed of by auteclaving ar as directed by the facility safety officer.

Deodorizing

For general deodorizing, use 2 part H,Orange, Concentrate 117 to 126 parts water (2 oz / gallon). Apply
to hard, non-porous surfaces to eliminate generally offensive odors. For effective, high level, decdorizing,
use 10 parts H,Orange, Concentrate 117 to 118 {10 0z / galion) parts water. Apply to hard, non -porous
surface thoroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy dressing and bag
changes, and other spills such as urine or fecal matter; smoke or soot deposits, industrial plant procaesses,
mildew and mold, and surfaces in musty closets.
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RIGHT PANEL ENVIROX 117 MASTER LABEL

CLEANING SOLUTION DILUTIONS & APPLICAYIONS

LIGHT DUTY (1 Oz / gal)GREEN (botile or label)

Streak fres window, mirror and stainless steel cleaning
General floor cleaner for mopping & auto scrubbers
Bannet cleaning solution for carpets

Light wipe down cleaner

GENERAL PURPQSE {2 Oz / gal) BLUE (botite orlabet)
Generail wipe down cleaner

Mopping solution for Bathroom and Kitchen floors
General carpetl spat remover

031102
EnwirOx 800-261-9604

HEAVY OUTY (10 Oz / gal) RED (votte or tabel)
Bathroom, shower room, tile & grout cleaner
Udne and garbage odor eliminator

Pre-spray for carpet extraction

General degreasar

Heavy soif wipe down cleaner

Heavy carpet spot remover

Cleans Mold & mildew

SUPER DUTY (2448 Oz 7 gal) PURPLE (bottie or iabel}
Renovation of tite & growt surfaces

Difficult urine & garbage odor destruction

Scuff marks and stubbomn stains

Cleans heavy mold & mildew
DIRECTIONS FOR CONSUMER LABEL - CLEANING DILUTIONS
CLEANING APPLICATIONS

Bathroom surfaces

USE HEAVY_DUTY DILUTION (10 ozfgal). Spray sink, faucets, counter, toilet, (and flsor around teilet), tub and
shower liberally. Let sit for 5 min. then wipe or serub clean. No rinse is required. Use as daily shower spray to
prevent soil buildup. Spray surfaces after shower and let air dry.

Kitchen surfaces

USE HEAVY DUTY DILUTION (10 az/gal). Spray and wipe clean. For heavy soifs on hood and stovetops, spray
and et sit a few minutes than scrub or wipe clean. For odor contral in garbage containers, spray lightly before
inserting plastic liner.

Carpet stains

USE CARPET SPOTTER DILUTION (2 oz/gal}). Before cleaning, test a hidden section for color fastness. Remove
gross soit, then soak spat and let sit for 5 to 10 min. Biot spot with a clean, soft cloth. Repeat as necessary. For
petroleum-based stains use Super-Duty Dilution{24-48 ozfgal) and rinse with clean water.

Giass surfaces
USE LIGHT DUTY DILUTION (1 oz/gal). Spray surface and wipe clean. it is not necessary to polish the surface dry.

Laundry pre-spray
USE SUPER DUTY DILUTION (24-48 oz/gal). Tast delicate fabrics in hidden area for color fastness. Soak spotand

fet sit for at leas! 15 min., than launder or scrub and rinse as usual.

Tough soils
USE SUPER DUTY DILUTION 2448 oz/gal). Spray soil, let six a few minutes, then scrub or wipe clean. Use for
oil and grease, bugs and tar on automobiles, dried food residue and pet soils.

ACCEPTED
MAR 14 2002
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SHALDRA, INC. -
4327 REELS MILL RD - FREDERICK, MD 21704-7759
{301) 685-1200  FAX: (307) 695-1403
email: shaldra@starpower.net

Marshall Swindell

Product Manager (33)

Reguiatory Management Branch | Re: Copies of EnvirQx labels for:H20range?2
Antimicrobial Program Diviston (7510W) 117 Concentrate {5 copies each} with
LS Environmental Protection Agency correct address on labe! for stamping.
Crystal Mall 2, Room 266A EPA Reg. # 69268-2

1921 tefferson Davis Hwy 03-11-2002

Adington, VA 22202

Dear Mr. Swindell:

Following are 5 copies of the above referenced label with the correct address of EnvirOx, LLC on the first
page. The states are requesting that we obtain a stamped label from your office with this address corraclion
on it to accompany the state applications.

We greatly appreciate your providing us with the needed stamped [abels for that use.

Thank you for your assistance with this matter.

Sincerely yours,

N, bl R TR D

Kyle H. Sibincvic, Ph.D.
Agent for EnvirOx, LLC
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‘ : UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g %
x M 8 WASKINGTON. D.C. 20460
% i
G
Vg MAY 09 2000
OFFICE OF
PREVENTION. PESTICIDES
AXD TOXIC SUBSTANCES
Shaldra, Inc.
4327 Reels Mill Road

Frederick , MD 21704-7759
Attention: Kyle H. Sibinovic

Subject:  H, Orange, Concentrate 117
EPA Registration Number 69268-2
Your Submission Dated April 27%, 2000
EPA Received Date April 28% 2000

This will acknowledge receipt of your notification to add the alternate brand name “H,
Orange, 117 {Manuel Dilution)” submitted under the provisions of FIFRA section 3(c)9.
based on a review of the submitted material, the following comments apply.

The application is acceptable and the notification has been made a part of the records for
this file.

Sincerely,

Product Manager 33
Regulatory Management Branch I
Antimicrobial. Division(7505C)

79




SHALDRA, INC.
4327 REELS MiLL RD - FREDERICK, MD 21704-7759
(301) 6951200  FAX: (301) 695-1409
email: shaldra@starpower.net

Marshall Swindell

Product Manager Team 33

Regulatory Management Branch |

Antimicrobial Program Division (7510C)

US Environmental Protection Agency

Crystal Mall 2, Room 266A

1921 Jefferson Davis Hwy

Arington, VA 22202
Re: Notification of Altemte Brand Name for Praduct
H,Orange, Concentrate 117
EPA Reg. No. £9268-2
OPP ID# 233362
Response to lefter of 04-05-2000

04-27-2000
Dear Mr. Swindell:
Enclosed please find the following:
1. Transmittal lefter.
2. Application for Pesticide Notification - OPP 1D # 233362, for the addition of alternate brand name, with

notification statement.

To be consistant with the wishes of the State of Catifornia, the sponsor, EnvirOx, LLC, wishes to add the
alternate brand name for this product ef: H,Orange. 117 (Manuel Dilution).

This notification is filed in accordance with PR Notice 95-2, Section ll. A.1, and is consistant with 98-10.
As it is apparent that the initial submission in which the notification statement was attached as a separate
page and was apparently lost, the notification statement is located on form 8570-1.

Thank you for your attention to this notification.

Sincerely yours,

Kyle H. Sibinovic, Ph.D.
Agent for EnvirOx, LLC

- -
seee
[E X 2 ]
.
‘e
LE R AN L) L]
L] - o
. . - .
L] L] -
[T A X RN - LL)
L] -
*n oy @
» » L
saene s &
- -
smanw .




R T NS o So o x
Lol e
R o

g :
“ntal ProtectlonyAgancy",.,
Washmglon, DC. 2 20430 P

.‘."'-« i -.A’.u 1}._;

Pl ST AT m A e e :
| r.ur sdenncal m composmo gnd Iabellng~ '

. .r_p. et

- o U- .n'.g
d ﬂ Chsck ff thiz is a new add!ass

= - - P P S A = mgr t o=t .
e e 5 Lo FR
. Yo . ¥

Amendment Explam balow Tom T Ml e 3 Fingl pnnted Isbals ln rsspons to~ :
L T R ‘;' Aganr:y tattar datad )

p:_?pr : 'uon Expiam bolcwbl

e

RS .. S ks 1'-*4;4':: P AtJ R Rl ’..g"“:t L “ _: OH 3 R - '
Explanation;- Uss additisnal pag sFif nacs r'ss nd’Sei PatY - RERR ?{{‘-“%f—_,‘,\‘b}?(ﬁ-‘”"&txl‘- e
T Vi Vi B G o i : - > LRGBS L QY £/ -3, IR A, A ?G'(Z-ngﬂb":-
c.\v-\d.-(sb O s t.\nu.\-x%u: w_;— A2y Syl e NeeloaE Sih or Wo st feaip e

. YL o g g MR E L T ) E l\ ol T b ' o

| SARreargzae Ao €88 SRR e LSS QTS R R AR
\‘\_-. ‘r\::g#' (-5 A W e et e 3;';,'\" ”_ ,:‘ 3 LLOLE S sl
ca..uL‘.q“ |-P %M‘F‘Lﬂq_‘) UMGQ.M &_ﬂ.t._ : ; ;: e el FEEAIVR Aagatterpe avrit

. . ~ . .

- L. 3 d i -“_.IJ'§-'! -ﬂ=. "7" = ‘
1, Matériel 'I'his Product W'IIBoPadmged dnre WA, S ERVR LYY < ppariige s
Chn'ld Resis ¥ '

) : “T't!"" p"ﬂ?{' 3 : F i 4 SRR ‘ane{\f"’ Fass !
,Umt Pockagmu wgl : ; Pag : = S - Other tSp cify).\‘.'r
’ L ~ oY T Ry ﬂ&*«/.g,"},?n

Locemnn ot Labal Dlrectjons 2
' '-.Qﬂ .Labet._‘ e S .
-On Labelmg acccmpanwng product

thogs
Paper-
-} Stenciled. <

A %x% Sectio *,_I,V. uf;:
ar 2Rt ey

ra itams’ a&rem‘y Below, far lientiticaton of in #ne '.éé-sarir,’ro pmc emb'&%iﬁﬁ’.} FRE

: } A ; -NJ 'tfnilud; im:s Cod‘
= “‘.;\h.“‘s‘s . g g L T i J L“:s_‘f..(cp\gg-‘_. \'3\0

4
s 4 -»-\?
e

e
d_Vrﬂd. = ‘v‘:’.“‘:"




for mtlflcatluns. Fnal pnntad hoilng rarog:summn, etc.
) foliowma msterlal mi.ls: accumpﬂny the’ applfcanon

'I'hrea coples of an\é 'daw submstted
Aulhorizul:on letter wham apphcahle
' s'.t_ri.u_s-_.w.har_h,apn,!i,seue-f

- F st delam'una"lhe typa' oi' mgas?mﬂon_;
Bwun

S | N N, & ’ { tad b\r.thedspp]mam
) not-lrcatmns,rraraglstmtsons, etc Soctwns-l I

o7 e A

I-TNs‘sact:o rnust ba camplutad és pplicahle tor:al

o a3 “an- aatabl’shm nt .Ii:{vour producl
. EPA Product. anuer -If known, -1il r
: '_Pruposod Classlﬂcatim' Spncnfv

o 'fr.,!matmuqn_\\_ulllb_e_f 3
+j matis ;

fJ'tﬁa‘purposalal
rorag:stmtlcn Y

B4,

3. Location s, NM'CQ an
l-"Sue{ol of Remi! [+ '

L E T e T e T e e £ e e e o —

SECYTION gy- c _
: resubrmsslon. Fma l%?: mmgmtraﬂon L1
.O. )
V-5 Seli-axplanetbgp., .
6. EPAUse’ On!y




o v | o | FQPA

L4 ~ . .
SUBMISSION BAR CODE #.5 " 774 JF - REVIEWER ady-Mian
e N PPL RE T1

" FILE SYMBOL/REG NO.{ %2 §-22  PMAF 3 ACTION CODEL3 332
_ _ -DESCRIPTOR A/{—er-mg_t‘c I:'Jr-aan Nasme

‘_f

— 1) 'CHILD RESISTANT PAC‘KAGING: . [‘ | CERTIFICATION o
D : ' [ ] NON-RESIDENTIAL USE ONLY )
L -[ ) NOT APPLICABLE :

- : .
REGISTRATION TYPE: - ( ) CON'DITIQN}}L {1 UNCONDITIONAL

_ PROPOSED CLASSIFICATION; [ ] GENERAL [ . RESTRICTED USE: "
. . BATE  ON APPLICATION EPA RECEIVE DATE PM'RECEIVE DATE -
- 43 22 ad | g\ 7190 - 4810 |00y T
- - ‘METHOD" OF ' SUPPORT . - - FORMULATORS ~EXEMPTION. o
g I 1 CITE-ALL [ -J=SUBMITTED .--.. ~ - .. e

[ ') SELECTIVE'. [ ) NOT SUBMITTED : -
- { ] NOT SUBMITTED .[ 1 NOT APPLICABLE :
1= [ ).NOT APRPLICABLE [ 'L.INCORRECT/BESUB .. _. .. .. _ .. _ -
4 { I INCORRECT/RESUB S Lo =
— :u:vwwts) REQUESTED DATA . DATE . DUE DATE h
i . - PACK # SENT DATE RETURNED
@ - ouesRY A

- ' EFFICACY.

. TOXICOLOGY

e ° - HED TOX.

. ENVIRON. FATE|
_FISH/WILDLIFE | T s L
OTHER_’ |
STRTUS__ " -
Co o ' APR .Smm/f'
RESPONSE CODE __ /) . 'RESPONSE DATE :




Q“ﬁEDSE”Z%‘
o 1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
=
3 M. g WASHINGTON, D.C. 20460
%, ¢ PR 5 2000
"¢ pproté’ A
OFFICE OF
PREVENTION. PESTICIDES
AND TOXIC SUBSTANCES
Shaldra, Inc.

4327 Reeds Mill Road
Frederick, MD 21704-7759

Attention: Kyle H. Sibinovic, Ph.D.

Y
Subject: H,Orange, Concentrate 117
EPA Registration Number 69268-2
Your Submission Dated March 16, 2000
EPA Received Date March 17, 2000

This is to acknowledge receipt of your notification to add the additional brand name of H,
Orange , 117. This notification is unacceptable due to the omission of the notification state-
ment as per PR Notice 98-10 and EPA regulations 40CFR 152.46.

Resubmit a revised EPA form 8570-1 in which the appropriate notification statement as per
PR Notice 98-10 appears in Section II under the subheading “Explanation”,

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at
(703)-308-6237.

Sincerely,
%M

Marshall Swindell

Product Manager 33

Regulatory Management Branch I
Antimicrobial Division (7505C)

%9,




SHALDRA, INCG.
4327 REELS MILL RD - FREDERICK, MD 21704-7759
(307} 695-1200 FAX: (301} 6951403
emall: shaldra@starpower.net’

Marshail SwindeH

Product Manager Team 33

Regulatory Management Branch |

Antimicrobial Program Division {(7510C})

US Environmental Protection Agency

Crystal Mall 2, Room 266A

1921 Jefferson Davis Hwy

Adlington, VA 22202
Re: Notification of Alternte Brand Name for Product
H,Orange, Concentrate 117
EPA Reg. No. 69268-2
OFPP ID# 233357

03-16-2000
Dear Mr. Swindaeli:
Enciosed please find the following:
1. Transmittal lefter.
2. Apptication for Pesticlde Notification - OPP ID # 233357, for the addition of alternate brand name.

To be consistant with the wishas of the State of California, the sponsor, EnvirOx, LLC, wishes to add the
alternate brand name for this product of: H,Orange, 117 (Manuel Dilution).

This notification is fited in accordance with PR Notice 95-2, Saction B, A1,
Thank you for your attention to this notification.

Sincerely yours,

W@hﬁg

Kyle H. Sikinovic, Pn.D.
Agent far EnvirOx, LLC
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UNITE_D STATES EﬁVlROMENTAL PROTECTION AGENCY'
c JAN 31 2n9

Alphen LLC

P. 0. Box 19

Mapie Grove Road
Georgetown, IL 61846
Mailed To:  Kyle Sibinovic, Agent For Alphen, Inc.
: : Shaldra, Inc. o B
4327 Reels Mill Road

Frederick, MD 21704-7759 -

" EPA Reg. No. 69268-2 e
H ,Orange ;, Concentrate 117+ -
Your Amendment Dated 8/3/99

RE:

" The Amendment referred to above, submitted in connection with registration under the Federai

Insécticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to submit four new acute

‘toxicology studies in support of a change of the Signal Word from “DANGER” to “CAUTION™,

s acceplable, providing that you make the following label changes listed in this letter.

A cdpj{ of the label stamped “Accc_pté&l‘ With Comﬁténts” is encldse’d for your records.
. SIGNAL WORD CHANGE APPROVAL BASIS -

This product, and the companion product (EPA Reg. No: 69268-1), were ong_ihal]_y regis_ter;ed' -

" pased on the “Cite All” method of support. Thus, product specific acute toxicology studies were

never submitted or reviewed for either product. The “Signal Word”, “Precautionary Statements”,
and “Statement of Practical Treatment” for both products were originally assigned based on the
“Peroxy Compounds” RED, and similar “Me Too” registered products.

The four acute toxicology studjes you submitted with your Amendhlent are accepmbie_ (see -
attached reviews) and apply to both EPA Reg. No. 69268-1 (8% hydrogen peroxide), and EPA

_Reg. No. 69268-2 (4% hydrogen géfoxide).-rhe test substance used was the formula for EPA_
Reg. No. 69268-1 (8% hydrogen peroxide). The acute toxicology categories for this product, and
for the EPA Reg. No. 69268-1 are as follows: e o ;

3, MRID 44892603, acceptable

Oral -

Dermal - 3, MRID 44892604, acceptable

Inhalation — 3, Assigned pending contrary data, no MRID ever submitted/cited

Eye— 3, MRID 44892601, acceptable : 7
Skin - 7S

4, MRID 44_892602, acceptable
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 UNITED STATES ENVIRONMEN'TAL- PROTECT

LABEL CHANGES

fON AGENCY -

You n'mst submit five copies of a revised final label which incorporates the followmg changes.
- Because the newly established acute toxicology categories above apply to both EPA Reg. No.’s

include a copy of this letter with your submission.
Required Label Changes

change the “Precautionary Statements” to'read exactly as follows.

and water after handling.”

using boldface and caps

minutes. Get medlcai attention.”

“IF SWALLOWED: Call a doctor ot get medical attention. Do not induce vomiting or
give anything by mouth to an unconscious person.. Drink promptly a large quantity of
milk, eggwhites, gelatin. solution, or :f these are not avallable, drink large quantities of

. _ water. Avo:d alcohol »

“JF INHALED: Rem0ve v1ct1m to- fresh air. If not breathing, gl ve artificial respiration,

preferably mouth-to-mouth. Get medical attention.”

Note To Physician: Probablc mucosal damage may contraindicate the use of gastric

lavage.” :
i

“IF. IN EYES: Hold eyehds open and flush with a steady, gentle stream of water for 15

“IF ON SKIN: Wash with plenty of soap and water. Get medical attention.”

4. Delete the sentence, “In case of contact with product concentrate.”

5. On page 3 of the labe], the word “officier” is mispelled.

69268-1 and 69268-2, you should also submit an Amendment for EPA Reg. No. 69268-1
requesting a change of the “Signal Word” and other label changes listed below, Please

1. Based on the acute toxicology categones and the EPA “Label Re\new Manual”, you must

“Caution. Causes moderate eye irritation. Harmful if swallowed, absorbed through the.
skin, or inhaled. Avoid contact with eyes, skin, or clothing. Wash thoroughly with soap
. 2. Delete the sentence, “Product, after d.illu_tion according to directions, is non-irritating.”

3. Based on the acute toxicology categories.and f;hé EPA “Label Review Manuél‘;, you must
change the “Statement of Practical treatment" to read in the following order, e‘caclly as follows

CONCURRENCSS
SYMBOL N
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 UNITED STATES ENVIRONMENTAL PR,éi-'recrlcin AGENCY
If you have any questions about the comments in this Ietter piease feel free to contact Tony K:sh -'
at 703-308-9443, or myself at ?03 308 6341.
Smcerely, o
Marshall _Swmdell,
Product Manager Team 33,
- Regulatory Management Branch
Antimicrobials Division (7510C)
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FRONT PANEL - ALPHEN 117 MASTER LABEL 04-30-99

(logo}

H,ORANGE, CONCENTRATE 117

OXIDIZING MULTI PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON-
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-
POROUS SURFACES

ACTIVE INGREDIENT

Hydrogen peroxide 3.95%
OTHER INGREDIENTS 96.05%
TOTAL 100.00 % ACCEPTED
with COMMENTS
KEEP OUT OF REACH OF CHILDREN in EPA Letter Dated:
JAN 3 1 7nnp
fnd Federal Iisact
CAUTION ml;l.l;:nu;: ;UEROGI:n:eJEJ;:i:CI as

amended, for the pesicide,
registered under EPA Rog. MNo.

CTLEC G~ oz
SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

PRECAUTIONARY STATEMENTS

EPA Reg. No. 0G8268-2
EPA Est. No.  069268-1L.-001

ALPHEN, INC.
MAPLE GROVE ROAD
GEORGETOWN, IL 61846 .:::-.
NET CONTENTS: 1 gallon '::':'

This product is not to be used as a terminal sterlant/disinfeciant on any surface or instrument that (1) is 1nlroc1|.*c§q gr;ecuy into the human
body, either into or in conlact with the bioodstream or nomally sterile areas of the body, or (2) contacts inlact mucaus membr_‘aggs but

which does not ordinarly penetrate the blood barrier or otherwise enter normally sterile areas of the body. This $rbduct may'be.used to

preclean or decontaminate critical or semi-critical medical devices prior to sterilization or high level disineRjer? |
LE R RN J -
- | N}
L] - L}
LR NN J
L} -
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LEFT PANEL - ALPHEN 112 MASTER LABEL 04-30-99
. Alphen 800-281-9604

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMAN AND DOMESTIC ANIMALS

Ca ution.-Hndi#uted—gradug_t_qonoemmé Gauses moderate eye damage. Avoid contact with eyes, on skin or
clothing. Avoid contamination of food. Wash thoroughly with soap and water after handling,

Product, after dilution according to directions, is non-irritating.

STATEMENT OF PRACTICAL TREATMENT

In case of CONTACT with product concentrate

If in eyes: Flush immediately with plenty of cold water. Remove contact lenses. Get medical attention if

irritation persists.

if on skin: Immediately wash with plenty of scap and water. Get medical attention if irritation occurs and
ersists, .

ff swallowed: Promptly drink large quantity of water. Awveid alcohol. Do not induce vomiting. Never give

anything by mouth to an unconsious person.

STORAGE AND DISPOSAL

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill,
flush area with large quantity of water. Awvoid run-off into starm sewers and ditches leading to natural
waterways.

STORAGE: Do not contaminate water, food, and or feed by sterage. Avoid freezing conditions. Avaid high
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F
and 85°F, Qverheating in storage may result in increased degradation of product, which will decrease product
effectiveness. Keep cancentrate away from incompatible materiats.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resulting from the use
of this product may be disposed of on site or at an approved waste disposal facility.

CONTAINER DISPOSAL.: Completely empty container. Do not reuse empty containers. Leave empty plastic
bag in original box and discard in trash, sanitary landfill or by incineraticn, or if aliowed by State and Local
Authorities, by burning. i burned stay out of smoke.

*a -
[ ] -
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ACCEPTED P sane
with COMMENTS asaer fedt
in EPA Letter Darz: a.: ... .
L] s
JAN 3 1 7nm telent
Under the Federal Insectcide, s ..
Fungicide, and Rodendcide Act a3 b

armended, {or the pesticide,
reqistered under EPA Reg. No.
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BACK PANEL - ALPHEN 117 MASTER LABEL 04-30-598

DIRECTIONS FOR USE
it is violation of Federat law to use this product in 2 manner inconsistent with its 1abeling.

Alphen 117, when used as directed as a sanitizer, kills 8.89% or more of the following: Staphylococcus
aureus, Salmonelia choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptococcus faecalis,
and Escherichia cofi. When used as directed as a virucide, Alphen 117 kills the following viruses in & minutes
or less at room temperature (20+/-1°C): Herpes simplex virus Type 2, Influenza AjJapan, and HIV-1 (Human
Immunodeficiency Virus). To insure that all bacterial and viral agents are kil Ied as stated, use 10 oz. of
product concentrate per gatlon of water.

1-Step Cleaning and Sanitizing: Using the appropriate cteaning solution for the type of surface to be treated,
TroTounly clean We surace, anow o air dry. H needed use additional solution. Replace solution daily.

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon of water
O SINKS, Taucels, COunters, urmars, 1onels and al hand contact surfaces as well as walls, stalls and floors
where urine and soils build up. Replace solution daily.

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ocunces of product
Toncentrate per ganon oF waier. APy SOIUUDN heraly 10 pre-cleaned hard suriaces, with a spray bottle, pump
up pressure sprayer, cloth, sponge or mop, Allow surface 1o remain wet far 5 minutes, then, either allow to
air dry or wipe dry to remove excess liquid, Heavily soiled surfaces should be pre-cleaned with the same
solution. Replace solution daily,

HiV: To kit HIV in 5 minutes at room temperature (20-25° C) on precleaned environmentat surfaces/objects
previousty soiled with blood/fbody fluids at a concentration of 1 oz / gallon (1 part of Alphen 117 to 127 paris
of water). For use in health care settings or other setlings in which there is an expected likelihood of sailing
of inanimate surface/objects with blood or body fluids, and in which the sufaces/objects likely to be soiled with
biood or body fluids can be associated with the potential for transmission of human immunodeficiengy virus
Type | {HiV-1 Associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATICN AGAINST HIV-1 (HUMAN
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES!OBJECTS SOILED WiTH BLOOD/BQODY
FLUADS:

Personat Protection: Wear appropriate barrier protection such as latex gioves gowns, masks or eye cover-
ings. Cleaning Procedure: Blood and other body fiuids must be thoroughly cleaned form surfaces and cbjects
before appilication of diluted product using the Heavy or Super Duty Cleaning Sclution.

Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz / gallon, with both
organic load and when diluted in harg water {up to 4C0 ppm hardness), use the recommended contact time
for sanitization and virucidal activity as given on this label.

infectious Materials Disposal: Cieaning materials that may contain biood and other body fluids should be
disposed of by auteclaving or as directed by the facility safety officier.

Deodorizing .,

For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz / gallon). Appiy to hard, noﬁ'pcrous
surfaces to eliminate generally offensive adors. For effective, high level, deodorizing, use 10 par@pren
117 to 118 (10 oz / gallen) parts water. Appily to hard, non -porous surface thoroughly to eliminate odar§ due
to spillage from post-colostomy, post-ileastormny dressing and bag changes, and othersptﬁs cuch as ufine or
fecal matter; smoke or soot deposits, industrial plant processes, mildew and mold, and sudaces in musty

1059(5 . L ] . [ B AN
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RIGHT PANEL - ALPHEN 147

MASTER LABEL 04-30-93

CLEANING SOLUTION DILUTIONS & APPLICATIONS
{Cilute with Alphen's Dispensing System Only}

LIGHT DUTY (1 Oz / gal)GREEN {baltie or 1ape)

HEAVY DUTY (10 Oz / gat) RED (bottte or labet

Sirezk free window, mirror and stainless steel cleaning Bathroort, shower room, tile & grout cleaner
General floor cleaner for mopping & auto scrubbers Urine and garbage odor eliminator

Bonnet cleaning solution for carpets
Light wipe down cleaner

Pre-spray for carpet extraction
General degreaser

Heavy soil wipe down cleaner
Heavy carpet spot remover
Cleans Mold & mildew

GENERAL PURPOSE {2 Oz { gal} BLUE (botlle of izbel) SUPER DUTY {2448 Oz { gal) PURPLE (atte of labe))

General wipe down cleaner

Renovation of tile & grout surfaces

Mopping solution for Bathroom and Kitchen floors Difficult urine & garbage cdor destruction

General carpet spot remover

Scuff marks and stubborn stains
Cleans heavy mold & mildew

a2k &
[ A R X RN ) *
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ACCEPTED recens
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_ in EPA Letter Dated: ey et
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U.s,.

ENVIRONMENTAL PROTECTION AGENCY

Office of Pesticide Programs

ALPHEN, INC.
P.O. BOX 19
GEORGETOWN, IL 61846

Report of Analysis for Cbmpliance with PR Notice 86-5

Thank you for your transmittal of 08/06/99. Our staff

has completed a preliminary analysis of the material.

provided as feollows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annctated with Master Record ID‘s (MRIDs) assigned to
each document submitted. Please use these numbers in

all future references to these documents.

your cooperation.

If you have any questions concerning

this data submission, please raise them with the
cognizant Product Manager, to whom the data have been

released.

s
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The results are

Thank you for
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SHALDRA, INC.
4327 REELS MILL RD - FREDERICK, MD 21704-7759
(301) 695-1200  FAX: (301) 695-1409

mMarshall Swindell
Product Manager PM33 -
Antimicrobial Program Division (7510W) 448926-00
US Environmenta! Protection Agency .
Crystal Malt 2, Room 266A
1921 Jefferson Davis Hwy
Arlington, VA 22202
Re: Resubmission and Submission Toxicology resulis with
fabel change for product H,Crange, Concentrate 117
EPA Reg. No. 69268-2
OPP |D# 233358
08-03-1999

Dear Mr. Swindelk: ; -
Enclosed please find the following:

Transmitlal letter, o
Application for Pesticide Notification - OPP 1D # 233358. o .
Certificalion with Respect to Citation of Data.

Copy of the matrix for this product. : '
Three copies each of the following volumes: 44892601 R
Volume 1: Acute Eye Irritation in Rabbits (resubmission) 44892602
Volume II: Acute Dermal Irritation in Rabbits {resubmission) 44892603 S
Volume Acute Oral Tioxicity/lLD50 jn Rats (new) "
Volume 1V: Acute Dermal Toxicity in Rabbits/LD 50 in rabbits. {new} 44892604

6. Five (5) copies of amended label.

e i e

Valumes | and Il were originally submitted on 04-30-1$89, but are apparently missing as they did not reach
your section. Volumes Ikl and IV are copies of studies currently under review in California as part of Alphen's
submission to that.state. As recommended by Mr. Kish, we are submitting all four studies at this time.

The resulls of the eye irritation studies (Volume 1) clearly permit the meodification of the tabel Signal Waord o
CAUTION as the product falls in Category lll. The spansor wishes to amend the label for this product 2s given
in the attached five label copies. . The dermal irritation siudy using the more concentrated product, H2Orange
2 Super Concentrate 112, showed the product was not a dermal irritant. Therefore, this product would fall into
Catagory IV for Dermal Irritation, but the sponsor proposes to maintain the Catagory 111 wording.

‘We would appreciate your prompt review of these studies. The sponser will have to print new labels for this

protuct and would like to use the new wording for the precautionary statements and Signal word at that time.

If you have questions regarding this submission, please contact Kyle H. Sibinovic, Ph.D. at the above
telephone number. Thank you for your attention to this submission.

Sincerely yours, '
Kyle H. Sibinovic, Ph.D.
Agent for Alphen, LLC

Formulator's Exemgption Form. ‘-
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-Prodﬁclﬂanager PM33 .
AritlrmcrébTal'Program Divisian {?&1 W)
. US Environmental Proteclion Agency - - S
- -.7 'CrystatMall2, Rdom 266A _ e T L
1921 Jel‘ferson Daws Hwy " T o ‘ ]
-Ar!mgton VA 22202 - -

- Re: Submission Toxicology results wilh requesi ior label

. B -~ c¢hange for product H,0range, Concenuaie 117
A EPA Reg. Mo, 69268-2 - . . .

’ QPP IDH 233355 :

o S e 04-30-1999 .

Dear Mr. Swindell:

Enclosed ptease fing the {ollowing:

1. Transmu!al !etter
2. Appifcahon for Peslicide Notification - OPP {D #233355. o .
3. Cerification with Respect to Citation of Data.  ~
3. Formulalor's Exemption Form.
4. " Copy of the matrix for this product.
- 5. Fhree copies each of the following volumes:. -
Volume b Acule Eye lrritation in Rabbits.
* Votame I: Acute Dermal Irritation in Rabbits
B. Fwe (5} copies of amended label,

The results of the eye irrilation slud&es {Volume 1) clearly permit the modification of the label Signal Word lo

” CAUTION ag the product falls in Category . The sponsdr wishes to amend the fabel for this product as given
inthe altached five fabel 'copies. The dermal irFitation study using the ‘more cencenlra{ed proguct, H2Orange
2 Suger Concentrate 112, showed the product was nat a dermal irritant. Therefore, thts proguct would fall inlg
Catagory IV for Derma! trritation, but the spoensor proposes to mamtam the Catagory it! wording.

- KM you have queshons regarding this, submxssnon piease con:acl Kyie H S:bmowc Ph.D. at the above
T !e}ephonenumber S - - O T I -

T e =l LT =T - - .
- - . — - - - e

LT Thank you foryour a{lenhon lo this submission. - ._

Pl
h
1

Smcerely yours =

- . Kyte H. Sibinovic, PhD. o L o
- Agentforif\!phen ,‘_LC_-__ PR LI L .
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o *Papawmt Reducﬂ_‘Achoﬂce. _Tha pubﬁcrcpoftlrrg burdan fu.r thlscoit@:ﬁmuf mfutmaﬂon )s est:fnzfed o avm-age 125 bom-"s pa: raaponse fnr mgtsﬁa&cn' )
L r“an\:l 0.25 hours per rexponsa for reragistration and spacial raview activilles, incfirding fime for reading the instructions and’ complating the necessary forms.. Send
Smmends regarding burden estmate or any ather m_qf_ﬁxﬁmﬂgmonoﬁnfumahch Including svggestions for reducing the burden to: Dmuor CIP.PE‘_'

|nfarmativn Managenfant:Division {2137, U.S. Enwronmentai Pmtacuun ﬁggnc_,r 401 M Stmqt. S W Washmglon ac 20460 - - —¥
H Dcnatsendmscomplgtad I’ormtotmsaddress sos -

LT eaE Cert:ﬁcation w:th Respect to Cltahon orData S T T T T

'Apchanfs!Regns!mnt‘s Ns.rne Address and Ta!ep"lona Mumber = Ge‘"g‘?tgfgqé“‘ :

: : EPARegtstraﬁonNumberrF‘e Symba! o
4 Kphen, L L. - ; - 7. P.0O. -BoxlS- Maple Grove Rd. .301-595_’12%‘ 69268-72 ) .

Active Ingredient(s} andfor representative lest compound(s)

: ' Date OY-30-99
Hydrogen Peroxide : R
|| General Use Pzltern{s} {list allthose clzimed far this product using 40 CF RPan 158) Prgdu::l Narr% 1” )
A2 Step degreaser sanitizer,virucide and deodorizer’ for “hard sutfaces - Hp0rangey oncentrate - SET L

- NOTE If your product is a 100% repackaging or another purchased- EPA-reglsterecl pmduci tabelegtor all the same uses on your. ia-bE| you do not 1 need {o.,
N it this.fofm” You must submit the Formulator's Exemption. Statemént (EPA Form 8570-27).

“lam rﬂspcndng tn-a Data-Cull In Nolice, and have mcluded vnth lh1.-s forrm a tist of cornpames sent cl’fers of compensation (the Cata Matrrx form shoutd ’
D be used fzr this purpesa). .

SECTION & METHOD CF DATA SUPPORT (Check one methed only)

i | am using the cite-all method of support, and have included with this form 1 am using the selective method of support {or cite-alt option.
-E a fist of companias sent offers of tompensation {tha Dala Matrix' form— B under the selective method), and have meluded with thig form-a
should-be used '.’or this purpose).

completed list of data requirements {the Data Matrix ‘orrn must be
used).

SECTION ll: GENERAL OFFER TO PAY

_{Reguired ff using the cite-all method or when using the cie-all oplion under _t_r_'te-éelecﬂve method {o satisfy one or more datz requirements}

_ | hateby offer and agree to pay compensalien, to olher persons, with regard to the apprava! of this application, to the extent required by FIFRA

_. L R SECT]ONIH CERTIFICATION °

i certfy that th!s application {or registration, this form for rer:grstrann ar ms Data-CalHn respanse s supported by all data subfnrtted ar c:ted in the
- | application for regisiration, tha fam for rereglstration, or the Osta-Calkin response. In addition, i the cite<afl option or ce-all opticn ynder the selective melnod is
Hl indicated in Sectlon |, this application is supported by all data in the ‘Agency's files that (1) corem the properties or effects of this product or an-identiddl of —*
substantially similar product, or ons ar more of the ingredients in this product: and {2) is o type of data that would b required to ba submitted under the data
requ-mnts tn effect on’ the da:e of appml of this appﬂwlon |ftha apphc.a*mn suugh:tha Initial reg-[simbon ofa pmduct of identical or stmilar wmposman and _|

' - LUSE.':‘- '_:

= - l cerﬁfy that for ea.ch excluslve use study-cited (h support ofthls regtﬂmnnn ar reregjstraﬂon that lam Lhe orgnal data submrtier orthati hava oﬁtamed =
_' the wm*en penmsslon cﬂha ung!naidata submstier to cile that study. -

I certify that far ea::h study ated In support af this regrstraﬁcn or reregrstrahnn that fs not an exduswe use study gither (a} | am the ongrnal data

submﬂer (b} t have abtained the permission of the criginal data submitiér to Use he study in suppart of this application; {c) ail periods of ekgibity for .

— }mmpersatm have expired for the studty; {d) the study is in the public [terature; or {e) | have notified in writing the company that submitted e, gydy and Rave —
offered {1} to pay compensation to the extent required by sections e}V )F) andfor 3[e2)BY of FIFRA. and (’1) lo commence negatiations tqge.grmme the

amou.nt and terms a{mmpematmn if any, to be paid for the use of the study. eeo” .

! oed:fy that In ail instances where an offar of compensatiarn is required, copies of al cﬂ’ers to pay compensation pAd §0idence of thelt delivery in

accordanoa with sections 3{c){1XF) and/or 3{c}{2)(B) of FIFRA are available and will be submitted to tha Agency upon reqliest. Sfould | falt to produce such

evidenoe to the Agency upon request, | understard that the Agency may :nmate acﬂcn ta deny, cancal or suspend the reglmﬁmq‘ my praduct in conformity wﬂh

FIFRA

| cartlfy that the statemants | have mads on this form and all attachments to it are trua, accurate, and cpgfhlct®. | ackncmedge that any
knowingty falsa or mlslesding statement may be punishable by fine ¢r imprisonment or both under applicable faw. . A 7

i} Annl_
_ Sngnamra /%’M A //;Q _' " | Date Typed or Printed Name and T ,**

0Y:Lo °[<] Kyle H. Sibinovic, PhD,"A3&nt - -7
EPA Fcrm 8570 34 {3-97) Electronic and Paper varsions available. Submit o-w Paver veraian. T . T -
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{1} This product contains the following active ingredi_erlt{sl:

- .

021 Of these each actwe |ngred:ent hsted in paragraph {4} is. presenr-soiely as the result of the use of that active
lngredlent in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which.is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled
for at least each use for which my product is proposed to be labeled.

{3} Indicate by checking (A} or [B) below which paragraph applies:
(A} An accurate Confidential Statement of Formula (EPA Form 85704} for the above identified product is .
attached to this statement That formula statement indicate, by company name registration number, and

product name, the source of the active ingredient(s) listed in paragraph {1}.

OR
{B) The Confidential Statement of Formula (CSF} (EFA Form 85 70-4} referenced above and on file with the EFA

is compléte,. current, and accurate and contans the information required on the current CSF.

{41 The foliowing active ingredients in this product qualify for the formulator’s exemption.
ﬂ I - - ' ) "_—. —7 Sourcs

T - : Registration’ Numbar

" "Agtive Ingrediant ' Product Name

) LK X J

*Product ingredient source information may be entitled to confidential treatment* *.v..*
.o.. ..-:.‘ /’,-}{:;
oo:.-. e o V(j
Signature Name and Titls T . . Oata o7 ¥
/ . vie pL,.D X
,C'/Mqﬂl//@ KyteH 3ob movie PLD Sdf -3 ST

EPA Fomn 857027 mw 7 sty White - EPA.capy  ~ Yeflow - Applicent ediy
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QFFICE QF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
01/21/00
MEMORANDUM

Subject: D258938
H,Orange, Concentrate 117
EPA Registration No. 693268-2

From: Wallace Powell, Biologist Iéﬂ
Product Science Branch Ot~%¢
Antimicrobials Division (7510C) . Q W
Thru: Karen P. Hicks, Team Leader Qt Y
Chemistry/Toxicology Team /J (jo
Product Science Branch ' | l?,l &
Antimicrobials Division {7510C) -

Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510C)

To: Marshall Swindell, Product Manager, Team 33
Tony Kish, Team Reviewer, Team 33
Regulatory Management Branch
Antimicrobials Division {7510C)

BACKGROUND

The registrant, Alphen, Inc. {as represented by an agent), has submitted studies for
primary eye irritation, primary dermal irritation, acute oral toxicity, and acute dermal
toxicity — MRID No®. 448926-01 through 448926-04, respectively. The studies
were submitted in support of a registration amendment for H,Orange, Concentrate
117, EPA Registration No. 69268-2, a hard-surface treatment product containing
hydrogen peroxide as the active ingredient at 3.95% of the formulation by weight.
The registrant wishes to revise the human-hazard and practical-treatment
statements on the product label and to change the Signal Word from DANGER to
CAUTION. The submitted studies were initially reviewed for Product Science -
Branch {PSB) by Qak Ridge National Laboratory. The reviews are attached to this
memorandum.

[t}




r

69268-2, page 201 3

RECOMMENDATION

The submitted studies are acceptable. PSB concurs with the acute Toxicity
Categories listed below which were determined in the attached study reviews.

Acute effect Categoty .

Acute oral toxicity I — LDgy > 2000 mg/kg; this indicates Category H or 1V,
Category 1l is assigned for regulatory purposes.
Acute dermal tox, HE — This limit test indicates Category i or IV. Category

I is assigned for regulatory purposes.
Primary eye irritation = il
Primary dermal irrit. v

The registrant selected H,0range, Super Concentrate 112 (EPA Registration No.
69268-1) as the test material for the dermal irritation, acute oral, and acute dermal
toxicity studies. This is acceptable, since that product is more concentrated but
otherwise similar to the subject product, and tested out to be non-irritating
{Category 1V} to the skin and only moderately acutely toxic {Category Il orally and
dermally.

The sbove list of acute Toxicity Categories for the product is incomplete, lacking
any reference to acute inhalation or dermal sensitization data or waivers. However,
neither the EPA-accepted product label nor the new proposed label nor the
registrant's 08/03/99 correspondence makes any reference to inhalation or
sensitization. Therefore, the submitted studies are not being reviewed here as a
proposed complete data set, but only as support for the label revisions.

PRODUCT LABELING

The following comments apply, in regard to the proposed label of EPA Received
date 08/06/99:

1. In the human hazards section, the registrant should delete the statement,
“"Product, after dilution according to directions, is non-irritating.” The phrase
“Undiluted product concentrate” should also be deleted from the statement, .
“Undiluted product concentrate causes moderate eye damage,” because the
phrase can be taken to imply that the use-dilution is harmless.

Even though the use-dilution proposed for sanitization is 1:32 by volume, the
above text cannct be accepted in the absence of an eye irritation study on the
ditution. The results of the submitted eye study on the concentrate are cause
for concern. The reason that an eye irritation hazard level as mild as Category i
can be assigned to the study is that the observed problems at Day 3 (72 hours)
cleared before the Day 7 observation. The problems, however, were significant

e
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and might have persisted at comparable levels for a considerabie time after Day
3 {in the absence of further observations recorded before Day 7).

In the Practical Treatment section, the registrant should delete the phrase “with
product concentrate” from the heading, “In case of CONTACT with product
concentrate.” No data were submitted or cited to support the concept that the
use-dilutions need no practical-treatment statements. Category IV's would have
to be assigned across-the-board in order for the full heading to be acceptable.

The statements required in the Agency's Label Review Manual for the human-
hazards section are as follows:

Causes moderate eye irritation. Harmful if swallowed or absorbed through
skin. Avoid contact with skin, eyes or clothing. Wash thoroughly with
soap and water after handling.

Therefore, the following revision {at a minimum) is necessary:
Add the statement, "Harmful if swallowed or absorbed through skin.”

The proposed “If swallowed” statements for practical treatment are not the
statements indicated by the Agency's Label Review Manual for the proposed
product. However, ingestion practical-treatment is a controversial topic, and the
registrant’s proposed statements can be accepted if the registrant considers
them to be medically appropriate, and if the registrant adds to them an
instruction to “call a physician or poison control center,” or to “get medical
attention.” '
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Primary Reviewer

DATA EVALUATION REPORT

HYDROGEN PEROXIDE
(ALPHEN H, ORANGE 2 SUPER CONCENTRATE 112)

STUDY TYPE: ACUTE ORAL TOXICITY - RAT (81-1}
MRID 44892603; . DP BARCODE: 258938

Prepared for

Antimicrobials Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1921 Jefferson Davis Highway
Arlingten, VA 22202

Prepared by

Chemical Hazard Evaluation Group
Toxicology and Risk Analysis Section
Life Sciences Division
Oak Ridge National L;liboratory
Oak Ridge, TN 37831
Action No. K116

Susan Chang, M.SI. Slgnamrew
SEP 2 81999

H. Tim Borges, M.

Quality Assurance:

Eric Lewis, M.S,

Date:

Secondary Reviewers:

T(AS.CP)Y.PhD.DAB.T. Stgnature: fdj’ -

Date: P )

Robert H. Ross, M.S .| Group Leader Signature: m&:" ﬁ_L M

' Date: SEP 2 8 1999

Signature: Z@ gm
Date: SEP 28_1399_

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Qak Ridge Nalional Laboratory, managed by Lockheed Martin Encrgy Rescarch Corp. for the U.S. Department of Energy under
contract number DE-ACO5-260R22464.
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HYDROGEN PEROXIDE Acute Oral Stedy (81-1)

EPA Reviewer: Wallace Powell, P'D. %/ , Date
EPA Work Assignment Manager: Nader Elkassabany, Ph.D. , Date

DATA EVALUATION RECORD

STUDY TYPE:  Acute Oral Toxicity - Rat
OPPTS 870.1100 [§81-1]

DP BARCODE: D258938 SUBMISSION CODE: 8567180
P.C. CODE: 000595 CASE NQ.: 062401

TEST MATERIAL:  Alphen H, Orange 2 Super Concentrate 112 (Hydrogen peroxide)

SYNONYMS: not reported

CITATION: Graver,K.(1999) Acute oral toxicity/LD50 inrats. MB Research Laboratories, 1765
Wentz Road, P.O. Box 178, Spinnerstown, PA 18968, Research Project No. MB 99- -
7513.0%, June 25, 1999. MRID 44892603. Unpublished.

SPONSOR: Alphen, LLC, P.O. Box 19, Maple Grove Road, Georgetown, 1L 61846

EXECUTIVE SUMMARY:: In an acute oral toxicity study (MRID 44892603) five male and five
female fasted young adult Wistar rats per group were given a single oral 2000 mg/kg (Limit test)
dose of Alphen H, Orange 2 Super Concentrate 112 (Hydrogen peroxide, Batch No. 97334) by
gavage and observed for 14 days. .

No animals died during the study. Chromorrhinorhea, wet anogenital area, emaciation, few feces,
nose/mouth area stained red, lethargy, flaccidity, ataxia, diarrhea, soiling of the anogenital area,
and/or dyspnea were noted on some of the rats. All rats had normal body weight gains. Mottled
kidneys were noted in two males and two females at necropsy.

The oral LD g, for males, females, and combined was > 2000 mg/kg (Limit test).

Alphen H, Orange 2 Super Concentrate 112 is in TOXICITY CATEGORY IIT based on the
LDg,- .

This acute oral study is classified as Acceptablefguideiine and satisfies the Subdivision F guideline
requirements for an acute oral study (81-1) in the rat.

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements
were provided.
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HYDROCEN PEROXIDE | Acute Oral Study (81-1)
I. MATERIALS AND METHODS
A. MATERIALS
1. Testmaterial: Alphen H, Orange 2 Super Concentrate 112
Description: clear light yellow liquid
Lot/Batch #: 97334 '
Specific gravity: 1.04

Composition: not reported

2. Vehicle and/or positive contro)

None
3. Test animals

Species: rat
Strain: Wistar
Age and/or weight at dosing: approximately 7-13 weeks; males: 210-235 g, females:
212-233 g
Source: Ace Amimals, Boyertown, PA
Acclimation period: at least five days
Diet: fresh Purina Rat Chow No. 5012, ad libitum
Water: ad libitum
Housing: individually in suspended wire cages
Environmental conditions:
Temperature: not reported
Humidity: not reported
Air changes: not reported
Photoperiod: 12 hour light/dark

B. STUDY DESIGN AND METHODS

1. Inlife dates
Start: April 23, 1999; end: May 7, 1999

2. Anmmal assignment and treatment

The study was conducted as a imit test. Following an overnight fast, five rats/sex were
given a single 2000 mp/kg dose of the test material by gavage. The animals were
observed for clinical signs of toxicity at 1, 2, and 4 hours post dosing and at least once
daily for 14 days. Mortality was checked twice daily. They were weighed on study days
0,7, and 14. All rats were sacrificed and necropsied.
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HYDROGEN PEROXIDE Acute Oral Study (81-1)

TABLE 1. Doses, mortality/animals treated

Daose (mg/kg) Males ' Females Combined

2000 - 075 [ o/ 0710

Data tzken from p. 7, MRID 44892603,
3. Satistics
Calculation of the oral LDg, was not required.
II. RESULTS AND DISCUSSION
A. MORTALITY
No animals died during the study.

The oral LDs, for males, females, and combined was > 2000 mg/kg. This places Alphen H,,
Orange 2 Super Concentrate 112 in TOXICITY CATEGORY IIL.

B. CLINICAL OBSERVATIONS

Chromorrhinorhea was noted from three rats and wet anogenital areas were noted from
four rats. Some of the rats had one or more of the following clinical signs: emaciation,
few feces, nose/mouth area stained red, lethargy, flaccidity, ataxia, diarrhea, soiling of the
anogenital area, and dyspnea. Two rats had no clinical signs during the study.

C. BODY WEIGHT

All rats had normal body weight gains.
D. NECROPSY

Mottled kidneys were noted in two males and two females. All other rats had normal
necropsy. '

E. DEFICIENCIES

The temperature, humidity, and air change frequency of the animal room were not
reported. These would not affect the study results.

/17

September 1999 3




S T DATA EVALUATION REPORT

HYDROGEN PEROXIDE
{ALPHEN H; ORANGE 2 SUPER CONCENTRATE 112)

STUDY TYPE: ACUTE DERMAL TOXICITY - RABBIT (81-2)
MRID 44892604; DP BARCODE: 258938

Prepared for

Antimicrobials Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1921 Jefferson Davis Highway
Arlington, VA 22202

.’ Prepared by

Chemical Hazard Evaluation Group
Toxicology and Risk Analysis Section
Life Sciences Division
Oak Ridge National Laboratory
Qak Ridge, TN 37831
Action No. K116

Primary Reviewer: W
Signature;

Susan Chang, M.S.

0 : Date: B LT £:0 %
Secondary Reviewers: ,47‘ &7“

H. Tim Borges, M T.(AS.C.P), Ph.D..D.AB.T. Signature:

Date: __SEP 28 1393
Robert H. Ross. M.S.. Group Leader Signature: m ﬁ- _ M

Date: SEP 28 1999
Quality Assurance: : R 4 i s
Eric Lewis, M.S. Signature: Z‘ﬂ g SNl

Date: . 5EP 231999

_ Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboratory, managed by Lockheed Martin Energy Research Cnrp for the U.§. Department of Energy under
contract number DE-AC05-960R22464.
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HYDROGEN PEROXIDE Acute Dermal Study (81-1)

EPA Reviewer: Wallace Powell, PifD. %4/ , Date
EPA Work Assignment Manager: Nader Elkassabany, Ph.[J. / _, Date

DATA EVALUATION RECORD

STUDY TYPE:  Acute Dermal Toxicity - Rabbit
OPPTS 870.1200 [§81-2]

DP BARCODE: 258938 SUBMISSION CODE: §567180
P.C. CODE: 000595 - CASE NO.: (462401

TEST MATERIAL: Alphen H, Orange 2 Super Concentrate 112 (Hydrogen peroxide)

SYNONYMS: not reported

CITATION: Cerven, D.R.(1999) Acute dermal toxicity in rabbits/LLD 50 in rabbits. MB Research
Laboratories, 1765 Wentz Road, P.O. Box 178, Spinnerstown, PA 18968. Research
Project No. MB 99-7513.02, June 22, 1999. MRID 44892604. Unpublished.

SPONSOQOR:  Alphen, LLC, P.O. Box 19, Maple Grove Road, Georgetown, IL 61846

EXECUTIVE SUMMARY: In an acute dermal toxicity study (MRID 44892604) approximately
10% of the body surface area of five male and five female young adult New Zealand White rabbits
was dermally exposed to 2000 mg/kg {Limit Test) Alphen H, Orange 2 Super Concentrate 112
{Batch No. 97334) for 24 hours. The animals were observed for 14 days.

One male died within one hour of dosing. One female had few feces on day 6. No other clinical
toxicity was noted during the study. Dermal irritation {(erythema, edema, and/or flaking skin) was
noted on all rabbits at 24 hours through day 14. Two surviving males failed to gain weight during
the first week of the study. The body weight gains were normal for the other surviving rabbits.
Gross necropsy revealed treated skin abnormalities on eight surviving rabbits.

The dermal LDg, for males, females, and combined was > 2000 mg/kg (Limit Test).

Alphen H, Orange 2 Super Concentrate 112 is in TOXICITY CATEGORY HI based on the
LDs,.

This acute dermal study is classified as Acceptable/guideline and satisfies the Subdivision F
guideline requirements for an acute dermal study (81-2)in the rabbit.

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements
were provided. '
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HYDROGEN PEROXIDE Acute Dermal Study (81-2)
I. MATERIALS AND METHODS |
A, MATERJALS
1. Test material: Alphen H, Orange 2 Super Concentrate 112

Description: clear light yellow liquid
Lot/Batch #: 97334

Specific gravity: 1.04

Composition: not reported

2. Vehicle and/or positive control

None
3. Test animals

Species: rabbit
Strain: New Zealand White
Age and/or weight at dosing: approximately 12-15 weeks; males: 2.3-2.8 kg, females:
2.1-25kg
Source: Ace Animals, Boyertown, PA
Acclimation period: at least five days
Diet: fresh Purina Rabbit Chow No. 5321
Water: ad libitum
Housing: individually in suspended wire cages
Environmental conditions:
Temperature: not reported
Humidity: not reported
Air changes: not reported
Photoperiod: 12 hour light/dark

B. STUDY DESIGN AND METHODS

1. In life dates
Start: May 5, 1999; end: May 19, 1999

2. Animal assienment and treatment

The study was conducted as a limit test using five male and five female rabbits. Animals
were given a single 2000 mg/kg dose of Alphen H, Orange 2 Super Concentrate 112
applied on top of a pauze patch (10x15 cm) to a clipped area (approximately 10% of the
body surface) on the dorsal trunk. The trunk was wrapped with plastic which was
secured with tape. The covering was removed 24 hours later and the site washed with
distilled water. The test sites were scored for dermal irritation 24 hours after treatment
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HYDROGEN PEROXIDE Acute Dermal Study (81-2)
and on days 7 and 14. The animals were observed for clinical signs of toxicity 1, 2, and
4 hours postdose and once daily thereafter for 14 days. Mortality was checked twice

daily. The animals were weighed prior to test material application, and on study days 7
and 14. All rabbits were sacrificed and necropsied.

3. Statistics
Calculation of the dermal LDgg, was not required.
II. RESULTS AND DISCUSSION
Al MORTALiTY-
One male died within one hour of dosing.

The dermal L Dgj for males, females, and combined was > 2000 mg/kg. This places Alphen
H, Orange 2 Super Concentrate 112 in TOXICITY CATEGORY II1.

B. CLINICAL OBSERVATIONS

One female had few feces on day 6. No other clinical toxicity was noted during the study.
Very slight to moderate erythema was noted on all rabbits at 24 hours and day 7. By day 14,
very slight erythema and moderate erythema were noted on one female and one male,
respectively. Slight to severe edema was noted on all rabbits at 24 hours. Very slight and
shght edema were noted on seven and one rabbits, respectively, by day 7. Two males had
very slight edema by day 14. Flaking skin was noted on most of the rabbits by day 7 through
day 14.

C. BODY WFEIGHT

Two surviving males failed to gain weight during the first week of the study. The body
weight gains were normal for the other surviving rabbits.

D. NECROPSY
Gross necropsy revealed treated skin abnor_malilies on eight surviving rabbits.

E. DEFICIENCIES

The temperature, humidity, and air change frequency of the animal room were not reported.
These would not affect the study results.
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DATA EVALUATION REPORT

HYDROGEN PEROXIDE
(ALPHEN H, ORANGE 2 SUPER CONCENTRATE 117)

STUDY TYPE: PRIMARY EYE IRRITATION - RABBIT (81-4)
MRID 44892601; DP BARCODE: 258938

Prepared for

Antimicrobials Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1921 Jefferson Davis Highway
Atlington, VA 22202

Prepared by

Chemical Hazard Evaluation Group
Toxicology and Risk Analysis Section
Life Sciences Division
QOak Ridge National Laboratory
QOak Ridge, TN 37831
Action No. K116

Primary Reviewer: W é g
S)gnarure .-

Susan Chang. M.S.

Date:
Secondary Reviewers:
Signature:
Date:
Robert H. Ross, M.S., Group Leader Signature:
Date:
Quality Assurance:
Eric Lewis, M.A. Signature:
Date:
Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Ozk Ridge National Laboratory, managed by Lockheed Mariin Energy Rescarch
Cormp. lor the U.S. Department of Energy under contract number DE-AC05-960R22464. /az



HYDROGEN PEROXIDE Primary Eye Irritation Study (81-4}

EPA Reviewer: Wallace Powell, PAS. , Date
EPA Work Assignment Manager: Nader Elkassabany, Ph. , Date
DATA EVALUATION RECORD

STUDY TYPE: Primary Eye [rritation - Rabbit
OPPTS 870.2400 [§81-4])

DP BARCODE: D258938 SUBMISSION CODE: S567180
P.C. CODE: 000595 CASE NOQ.: 062401

TEST MATERIAL:  Alphen H, Orange 2 Super Concentrate 117 (Hydrogen peroxide)

SYNONYMS: not reported

CITATION: Cerven, D.R. (1999) Acute eye irritation in rabbits. MB Research Laboratories, 1765
Wentz Road, P.O. Box 178, Spinnerstown, PA 18968. Research Project No. MB 98-
7280.04, February 22, 1999. MRID 44892601. Unpublished. _

SPONSQR: Alphen, LLC, P.O.Box 19, Maple Grove Road, Georgetown, IL 61846

EXECUTIVE SUMMARY: In a primary eye irritation study (MRID 44892601) 0.1 mL of Alphen
H, Orange 2 Super Concentrate 117 (Batch No. 97297) was instilled into the conjunctival sac of
three female New Zealand white rabbits. The contralateral eye of the rabbit served as control. The
eyes were scored for ocular irritation according to the Draize method 1, 24, 48, and 72 hours after

instillation and on day 7.

Comneal opacity was noted on 1/3 rabbits 24 hours after test material instiilation and persisted
through 72 hours before resolution by day 7. Iritis was noted on 3/3 rabbits one hour after test
material instillation with resolution on one rabbit by 48 hours and on two rabbits by day 7. The test
material induced conjunctival redness and chemosis one hour through 72 hours after test material
instillation with resolution by day 7. Conjunctival discharge was noted on all rabbits one hour after
test material instillation with resolution by day 7. The highest total ocular irritation index was 21.67
recorded 24 hours after test material instillation.

In this study, Alphen H; Orange 2 Super Concentrate 117 was mildly irritating and is in
TOXICITY CATEGORY III for primary eye irritation,

This study is classified as Acceptable/guideline and satisfies the Subdivision F guideline
requirements for a primary eye irritation study (81-4) in the rabbit.

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements
were provided.
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HYDROGEN PEROXIDE ) Primary Eye Irritation Study (81-4)

I. MATERIALS AND METHODS

A. MATERIALS

I

Test material: Alphen H, Orange™2 Super Concentrate 117
Description: clear colorless iiquid

Lot/Batch #: $7297

Composition: not reported

Vehicle

None

. Test animals

Species: rabbit
Strain: New Zealand white

- Ape and weight at dosing: approximately 13-15 weeks; females: 2.0-2.4 kg

Source: Ace Animals, Boyertown, PA
Acchimation period: at least five days.
Diet: fresh Purina Rabbit Chow No. 5321
Water: ad libitum _ ,
Housing: individually in suspended cages
Environmental conditions:

Temperature: not reported

Humidity: not reported

Air changes: not reported

Photoperiod: 12 hour light/dark

B. STUDY DESIGN AND METHODS

I

In life dates

Start: December 7, 1998; end: December 14, 1998

Animal assignment and treatment

The test material (0.1 m1) was instiiled into the conjunctival sac of three female rabbits
and the eye lids held together briefly. The contralateral eye of each rabbit served as
control. The treated eyes of the rabbits were examined with sodium fluorescein at 24,
48, and 72 hours and on day 7. The animals were scored for ocular irritation 1, 24, 48,
and 72 hours after instillation and on day 7 according to the Draize method.
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HYDROGEN PEROXIDE Primary Eye Irvitation Study (81-4)
li. RESULTS AND DISCUSSION

A. Corneal opacity was noted on 1/3 rabbits 24 hours afler test material instillation and
persisted through 72 hours before resolution by day 7. Iritis was noted on 3/3 rabbits one
hour after test material instillation with resolution on one rabbit by 48 hours and on two
rabbits by day 7. The test material induced conjunctival redness (grade 1-3) and
chemosis (grade 1-4} one hour through 72 hours after test material instillation with
resolution by day 7. Conjunctival discharge was noted on all rabbits one hour after test
material instillation with resolution by day 7. The highest total ocular 1rritation index
was 21.67 recorded 24 hours afier test matenial insullation.

This classifies the test material as mildly irritating. Alphen H, Orange 2 Super
Concenlrate 112 is in TOXICITY CATEGORY IIL

B. DEFICIENCIES

The temperature, humidity, and air change frequency of the animal room were not
reported. These would not affect the study results.
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DATA EVALUATION REPORT

HYDROGEN PEROXIDE
(ALPHEN H, ORANGE, SUPER CONCENTRATE 112)

STUDY TYPE: PRIMARY DERMAL IRRITATION - RABBIT (81-5)

- MRID 44892602; DP BARCODE: 258938

Prepared for

Antimicrobials Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1921 Jefferson Davis Highway
Arlington, VA 22202

Prepared by

Chemical Hazard Evaluation Group
Toxicology and Risk Analysis Section
Life Sciences Division
QOak Ridge National Laboratory
Oazk Ridge, TN 37831
Action No. K116

Primary Reviewer:

Susan Chang, M.S. Signature:
' Date:

Secondary Reviewers:

H. Tim Borges M. T(AS.CP) PhD DABT. Signature:
Date:

Robert H. Ross, M.S.. Group Leader Signature:
Date:

Quality Assurance:

Eric Lewis, M.S. Signature:
Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboratory, managed by Lockheed Martin Energy Research Corp. for the U.S. Department of
Energy under contract number DE-AC05-960R22464.




HYDROGEN PEROXIDE Primpry Dermal Irritation Study (81-5)
EPA Reviewer: Wallace Powell, ph‘g : i? M , Date

EPA Work Assignment Manager: Nader Elkassabany, Ph , Date

DATA EVALUATION RECORD

STUDY TYPE: Primary Dermal lrritation - Rabbit
OPPTS 870.2500 [§81-5]

DP BARCODE: D258938 SUBMISSION CODE: $567180
P.C. CODE: 000595 CASE NO.: 062401

JESTMATERIAL: Alphen H, Orange, Super Concentrate 112 (Hydrogen peroxide)

SYNONYMS: not reported

CITATION:  Cerven, D.R. {1999) Acute dermal irritation in rabbits. MB Research Laboratories, 1765
Wentz Road, P.O. Box 178, Spinnerstown, PA 18968. Research Project No. MB 98-
7182.03, February 22, 1999. MRID 44892602. Unpublished.

SPONSOR.: Aiphen, LLC, P.O. Box 19, Maple Grove Road, Georgetown, [1. 61846

EXECUTIVE SUMMARY: In a primary dermal irritation study (MRID 44892602) six female adult New
Zealand white rabbits were dermally exposed on the dorsal trunk to 0.5 mL Alphen H, Orange, Super
Concentrate 112 {Batch No. 97293) for 4 hours. The animals were ohserved for 72 hours. Irritation was
scored by the method of Draize.

No irritation was noted on any rabbit during the study.

In this study, Alphen H, Orange, Super Concentrate 112 was not an irritant and is in TOXICITY
CATEGORY IV for primary dermal irritation.

This study is classified as Acceptable/guideline and satisfies the Subdivision F guideline requirements for
a primary dermal irritation study (81-5) in the rabbit.

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements were
provided.

. MATERIALS AND METHODS
A. MEBJALS_
1. Test material: Alphen H, Orange, Super Concentrate 112
Description: clear light yellow liquid

Lot/Batch #: 97293
Composition: not reported

September 1999 1
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’ HYDROGEN PEROXIDE Primary Dermal Irritation Study (81-5)
2. Vehicle
None
3. Test animals

Species: rabbit
Strain: New Zealand white
Age and weight at dosing: approximately 12-17 weeks; males: 2.6-2.9 kg, female: 2.8 kg
Source: Ace Animals, Boyertown, PA
Acclimation period: at least 5 days
Diet: fresh Purina Rabbit Chow No. 5321
Water; ad libitum
Housing: individually in suspended wire cages
Environmental conditions:

Temperature: not reported

Humidity: not reported

.b Air changes: not reported
Photoperiod: 12 hour light/dark

B. STUDY DESIGN AND METHODS

1. Inlife dates
Start: October 27, 1998; end: November 6, 1998

2. Animal assignment and treatment

One female and two male animals were given a single 0.5 mL dose of Alphen H, Orange, Super
Concentrate 112 applied under a 2.5x2.5 cm gauze patch on the clipped dorsal trunk. Thepatch
was secured with tape and the trunk was wrapped with plastic in a semi-occlusive manner. The
dressings were left in place for 4 hours, after which they were removed and the application sites

0 washed with distitled water. The site was scored for erythema and edema according to the
Draize method 60 minutes, 24, 48, and 72 hours after patch removal.

[I. RESULTS AND DISCUSSION
A. No irritation was noted on any rabbit during the study.

Alphen H, Orange, Super Concentrate 112 was not an irritant and is in TOXICITY CATEGORY
V. e

B. DEFICIENCIES

The temperature, humidity, and air change frequency of the animal room were not reported.
These would not affect the study results,

7
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Alphen LLC
P.O.Box 19

¥

UNJTED STATES ENVIRONMENTAL PROTECTION AGENCY

Maple Grove Road
Georgetown, 1L 61846

Mailed To:

The N

Insecticide, Fungicide, and Rodenticide Act (FIF

Kyle Sibinovic, Agent For Alphen, Inc.
Shaldra, lne.

4327 Reels Mitt Road
Frederick, MDD 21704-7759

EPA Reg. No. 69268-2
H ,Orange , Concentrate 117
Your Notification Dated 4/30/99

unregistered active ingredient, is unacceptable for the following reasons.

A. You must submit the request to add an additional unre
Amendment. As per PR Notice 98-19, Section 1,
active ingredient related changes by Netificatio
Amendment: ~A change to an unregis
following in this Amendment.

MAY 2 7 1309

L. All unrcgisiered sources of active ingredients need a generic data matrix. Therefore, when
you submit your Amendment, you must submit a generic dala matrix (white and blacked-out ~
copy) for the additional source of hydrogen peroxide. This generic data matrix was not submitted
for the original registration, and this was an oversi ght. -

otification referred Lo above, submitted in connection with registration under the Federal
), as amended, t0-add a new supplier for the

gistered source of active ingredient as a
“A registrant may NOT make the following
n, but must submit an application for

tered source of an active ingredient”. Incliide the

The original formulators Exemption Statement (FES) dated 4/6/98 and the one dated 4/30/99 do
not apply, because the FES can only be used with registered sources of aciive ingredients. ltem
#2 on the FES clearly explains this restriction, '

Even though the Peroxy RED waives all hydrogen peroxide generic daia requirements, your
matrix must list each gnideline series listed in the RED for product chemistry, acute/sub-

chrontic/chronic toxicology, mutagenicity, ecological effects, fate, etc. You should insert the
words “Waived in RED” in the “Submitter” column for each wajved study.

/30
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2. 'To_ show that the new source of hydrogen peroxide is equivalent to the present source, you

must submit or cite (on the generic data matrix), the following géqeric product chemistry studies
completed on the additional source: 61-2{Description of Production Process), 61-3 (Discussion
of Impurities), 62-1 (Preliminary Analysis), and 62-2 (Certified Limits). For citations, you should

include a copy of any original EPA review which found the study acceptable. '

3.You must submit a revised Confidential Statement of Formula listing the name and address of
the additional source of hydrogen peroxide.- - :

If you have any questions about the comments in this letter, please feel free to con,tact"l‘ony Kish -
a1 703-308-9443, ' : o Lo i

y“ ly,
' o '/arsha Swindeli, -
: Product Manager Team 33,

Regulatory Management Branch |
- Antimicrobials Division (7510C)

SYmMenL

SURNAME

DATE

CONCURRENCES

ey PR RN R R R R R B T . (LT T R T I

EPA Form 1320-1A (1/50}

Printad on Recycied Paper
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SHALDRA, INC.
4327 REELS MILL RD - FREDERICK, MD 21704-775%
{301) 695.1200 FAX: {301} 695-1409

Tony Kish

Registration Specialist

Antimicrobial Program Division (7510W)
US Environmental Protection Agency
Crystal Mall 2, Room 266A

1921 Jefferson Davis Hwy

Arlington, VA 22202

Re: Natification of additional supplier of active ingredient
H,0range, Concentrate 117

EPA Reg. No. 69268-2

OPP ID# 233351

04-30-1999

Dear Mr. Kish:
Enclosed please find the following:

" Transmittal letter.
Application for Pesticide Notificaticn - CPP 1D # 233351,
Certification with Respect to Citation of Data.
Formulator's Exemption Form. )
Cuopy of the MSDS for the new saurce of the hydcrgen peroxide.

PWWN -

The active ingredient , hydrogen peroxide as supplied by the new source is in the same concentration as is
the hydrogen peroxide source currently in use, and the additicnal scurce wilf not result in any change fo the
formula as given in the Confidentia! Statement of Formuia currently on file with the EPA as part of the
registration package for this product.

The sponsor believes that the addition of another source of hydrogen peroxide, the active ingredient in this
product is a Notification under 11. B. 1,

If you have questions regarding this submission, please contact Kyle H. Sibinovic, Ph.D. al the above
telephone number.

Thank you for your attention fo this submission.

Sincerely yours, veus
Wﬂk % Q erss

Kyle H. Sibinovic, Ph.D. v
Agent for Alphen, LLC « .

anan
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SHALDRA, INC.
4327 REELS MILL RD - FREDERICK, MD 21704-7759
(301) 695-1200
FAX: (301) 695-1409

Re: H20range2 Concenirate 117
EPA Reg. No. 59268-2
Notification of added active ingredient source and alternate brand name
OFP ID # 233351

This notification is consistant with the provisions of PR Notice 95-2 and EPA regulations at 40 CFR 152.46,
and no other changes have been made to the labeling or the confidential statement of formula of this product.
| understand that it is a violation of 18 U.S.C. Sec. 1001 to wilifully make any faise statement to EPA. | further
understand that if this notification is not consistent with the terms of PR Notice 95-2 and 40 CFR 152.46, this
product may be in ciolation of FIFRA and | may be subject {0 enforcement action and penalties under sections
12 and 14 of FIFRA.

signes: L SR BEAL 1.0 Date: 04-30-1999

Kylé:g Sibinovic, Ph.D.
Agent for Alphen, LLC
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ST e Ut -

apsmxoqw‘éﬁ‘fwmg‘rﬁa" mpcr&\gburdm&)rthis odhcﬁnn&mrmxaﬂmm:b aafewgmzﬁmm'spazmpenaefwregmtbn T
"dnd 0.25 hours per ref ponsa for rareg mmmmamwmwneformmhmswmmmmrm Send .

comements refiarding Bl ?'ﬁﬁﬁr&mmymermd&hmmnfmaﬁm inctuding suggestions for reducing e burden tor Director, OPPE
memmnagem’antnmm(zian us Enﬁmﬂal?mtedlon ﬁgenc_y 401 l‘-‘IStrmi. S‘W':Was!mgton DQENBO = . B | N
Domisend!hawmple!edform‘bﬂaaﬁdm I - 2 - -

P SR cemﬂcation with Respect to Cltatton ofData --‘ - . . -l -

Apphcanrsmeg.s:ranrs Neme, ﬁ&drass and Telephone Number Georgetoun, 1L+ | £pa Registration NumberFie Symbol

Riphen e, .Div.. oF Dynachem, P.0. Boxl9-Maple Grove Rd.  301-§95-1200 | 69768 &

Date
07-29-98

Active Ingredien(s) andfor representative test compound{s}
Hydrogen Peroxide

General Use Pattern{s) (list all those claimed for this produci using 40 CFR Part 158} Product :\;arr% entrate 117
} §tep degreaser,s2nitizer,virutide and deodorizer for hard surfaces HzCrange2 Loacent

TE: Y your produci s 8 100% repackaging of ancther purchased EPA-registered product |abeled for aime same Uuses on your label, you do nsl nred o
this form. You must’ submil the Formuloior's Exempt:on Siatement (EPA Form 8570-27). e R -

iam respond' ng low Data-Calt-lr; totlce, and have included with this form a fisl of mmpames ‘sent offefs of compensauca {the Dsta Matrie 'orm chould
D e used ler Lhis purpnse]

SECTION I: METHGD OF DATA SUPPORTY {Check one methed onfy}

1 am using the ¢ite-all method of suppor, and have ingluded with this form i am using the selective method of suppart {or cite-gll option
EJ a lisi of companles sent offers of compensation {the Data Matrix form D Under the salective method). and have inchided with this form &

should be used for this purposa). complatad lis: of data :Equrremenls {the Dala Malrix lorm must ke
- used),

SECTION Ii: GENERAL QFFER YO PAY

{Required il using the cite-all.methad or when using the cie-all option under the seleciiva method to satisfy ore or More data reQuirementsj

1 hereby oifer and agree to pay compensation, to sther persans, with regard to the approval of this appiication, 1o the extent required by FIFRA

_‘ ' SECTION I): CERTIFICATION

| certify that this apptication for registration, this form for reregistration, o this Data-Caiktn responsa is supported by all data submitied ot cited in the
appitzation for registration; the form for reregistration, of the Data-Calkin response. In addition, #f the cite-all opiion or cite-all aption under the setective method is
tndicated in Sectlon |, this application is supporied by all data In tha Agency's files that (1) concem the properiies or effects of this produet o7 an identical o
substantialy simitar product, gr ana of more of the ingredients in this product; and (2) is a type of datg fha! woukd be required to be submitted under the daia
requiremants in effect ori the dale of apprwal of this appicallon if the application sought ihe Inftial régis{ration of a produci of identical or simfar composiiion and

uses . ) : .

| certify that.fo{ eachexm:slve use swdy cited in support of this regisiration ar reregustrancm lhat fam ihe angmai dta submitier or that | have obtained
w"inan permisslon o‘f tha cmg'hai data subm;der to cite that study: I T - . .

1 cerlify that for eact siudy mied in suppont of this registration of reregistration that s nof an exduswe use siudy, either; (3} 1 am the arlginal data
submitter, (b) 1 have obtsined tha parmission of the original data submitier {o use the study in suppernt of this application; (<) ali paricds of eliginility for
compensation have expired.for the study, (d} the study is In the public [eratwre; or {e) | have natified'in writing the company that sutmited lhech.dd ang have
offered (i} to pay compensation i the extent required by sactions 3{c){1XF ) andfor A{cH2XB) of FIF RA &nd m to commance negotiziions bermine the
amount and tasms of-coipenisation, i any, to be pald for the use of the study.

| cerntity that in all instances where an offer of compensation is required. copias of all offers tc pay compensation and evidence of their de!wery In
accordance wilh sectiona 3(c}{1{F) and/er 3{cX2}{B} of FIFRA are available and wil be aubmitted to tha Agency upon request. Shouid | fail to broduce sih%® * * &
evidence (o the Agency upon requast, T understend that the Agency may iniiale action tc deny, cancal or suspend the registratian of my pegdisctin $onfarnsty mlh .

FIFRA -e aws »a . - t
LN ¥
{ cartify that tho statemeants | have mado on this form and 8il attachments to Iz ace trite, accurata, and complete. | ackhppdedle that zyly. .,
knawingly folso or misfeeding statoment may be punishablo by fine or Imprisonment or both undor applicable faw. . eveae"
] ra ]

Signaiwre |, s éf / %’ - Date Typad or Printed Name and Tite** * *
i ") . - "
. j%/@/ e /‘Q 1 07-29-98 { Kyle H. Sibinovic, PRES, §82at J
A 3 . - - - sdag

EPA Form 8570-34 (8-87) Llectronic and Paper versions avallable. Submil only Paper version,
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R Umtod States Env:ronmantel' Protecnon Agency L
’ Washmgton, DC 20460

Q"yEPA T Formulators Exemptlon Statement PR
' : o i, T (a0 'CFR 152.85) S o e
gl EPA Fila Smbolﬂiagustwuonl‘dumbun' 3

Rlpun, Lie S R IRt
: - ’ e Product Namns . T
Ko &@ﬁ \3 R Lo e \{d_ﬁ)n&m&(a C@Lam\l-tn:& ]]7

Applicant’s Nome and Addreas - S

P &:‘9&‘ e | | - B Bato of Confidential Statsmeit of Formule (EPA. Form 8570-4)
- N xgiz?ilfo B 0 U o' p- 98 '

As an authonzed representatwe uf the appiscant for regustratlon of the product adentnf‘ ed ebove. ! here _certify that

-

(1} This product contains the _followmg active mgrednen_t{sl:

0 . ) “‘“Aﬂnm r

{2) Of these, each active mgredtent listed.in paragraph {4) is presen? WMM@BW t actwe
-Jngredient in the manufactunng, formulation or repackegmg of another product which contains that actwe '
mgredaent which is regsstered under FIFRA Section 3, is purchased by us from another producer and |s Iabeled
for at Ieast each use‘for.which my produc‘: is propoSed 10 be Iabeled . o :

-{3) Indicate by checking {A) or (B} below whu:h paragraph apphes e T
DIAI An accurate Confidential Statement of Formula (EPA Form 85?0-4} for' tha abova identified product is,
attached to. this statement. That formula statement mdacate, by company nama registration number, and
product name, the source of 1he active mgreduent{sl hsted in paragraph .. :
3 - OR oo .
{B} The, Confidential Statement of Formula {CSF) EFA Form 85704} referenced above and on fnle wuth the EPA ’
ls complete, current, and accurate. and contans the mformatlon requlred on the curient CSF ' +

‘{'_4}‘ The follqwing active ingredients in tnis product aualify_ forlt’he formu‘lato_r"swexemdtion“.’"

R

1ep . - . e N . ) -

© Bowrcwe

. Product Neme Regisiration Numbar

Active ingredient

H‘P"*"‘&“ QW

W - ) ] -:- . esan

L]
+#O0By - .

*Product mgredlent source mformatlon may be entltled to confldentlal treatment*

N T A .. - ‘:'
b . . LG : - ‘__ L -y a - -’ - - : Y R o L
. e K Tt ks SN - . N

- . mawmenas -

- * L] : . : .‘:.:
Slgnalum Name and Title. . . ) . Date . 'l: . ‘
M”W pé& K'ul\e.’c\\% l&unm‘«'w @‘\D !l © (-[-3®Ant'ﬁ
£pA Form 857027 (Rev. 7:91) n “White - EPA coby ‘ Yollow - A""'-i_é_“:f‘;‘?w' /" r
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*Pages 141-150 Product ingredient source information may be entitled to confidential treatment*



SUBMISSION BAR CODE #4§f2535;2£2£?jf Reviewer_ J/

__CODING FORM FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS

FILE SYMBOL/REG NO. LY R&EB- R py 23 ACTION CODE SO0~

pEscripToR 1 2el Mﬂ M/a

[ ] -CHILD RESISTANT PACKAGING: { ] CERTIFICATION -
[ ] NON-RESIDENTIAL USE ONLY

[ ] NOT APPLICABLE

REGISTRATION TYPE: - [ ] CONDITIONAL [ 1 UNCONDITIONAL

‘ PROPOSED CLASSTIFICATION: [ ] GENERAL [ ] RESTRICTED USE
DATE ON APPLICATION EPA RECEIVE DATE PM "RECEIVE DATE
51 | 99 AR S| L
METHOD OF SUPPORT . - FORMULATORS EXEMPTION )
[ 1 CITE-ALL " [ ] SUBMITTED - .
[ ] SELECTIVE - [ ] NOT SUBMITTED
[ ] NOT SUBMITTED [ ] NOT APPLICABLE
[ ] NOT APPLICABLE { '] INCORRECT/RESUB
{ 1 -INCORRECT/RESUB . ' ’ .
REVIEW(S) REQUESTED DATA . DATE DUE DATE
, - PACK # SENT DATE RETURNED
CHEMISTRY ' ' '
EFFICACY
TOXICOLOGY
- HED TOX.

ENVIRON. FATE

. FISH/WILDLIFE - i -

OTHER

STATUS

MAY 2 7 1989 ¢

RESPONSE CODE __ 3 & . 'RESPONSE DATE 81




UNHEDSTATESENWRDHMENTALPROTECHONAGENCY

HAY 2 7 1889

Alphen LLC
P.O.Box 19

Maple Grove Road
Georgetown, 1L 61846

Mailed To:  Kyle Sibinovic, Agent For Alphen, Inc.

Shaldra, Inc,
4327 Reels Mill Road

Frederick, MD 21704-7759

RE: EPA Reg. No. 69268-2

H ,Orange , Concentrate 117
Younr Submission Dated 4!8:‘99 Containing Fma! Printed Labels

This will acknowledge receipt of your final printed labels for H__ ,Orange ; Concentrate 117,
which were attached to your letter dated 4/8/99. The submitted final printed labels have becn
placed in your product file. They havc neuher been rewewed nor stamped in accordancc with the

PR Notice §2-2.

If you have any questions about the comments in this lctter plcase feel frce to contact Tony Kish

at 703-308-9443.

Sincerely,

%{Marsh Swindell,

7 Product Manager Team 33,
Regulatory Management Branch [
Antimicrobials Division (7510C)

CONCURRENCES
SYMBOL ; o
SURNAME J
DATE
. OFFICIAL FILE CQPY
EPA Form 1320-1A (1/90) Printed on Recycled Paper

Y5, GOYIRAENT FIINTTHO OFRCE . 1997 Bl




n - . CONCENTRATE 117 Alphen: 600-281-9604
D!HECTIONS FOR USE ' o :.. - - .

itis wolauon o Fedeml law to uso mls pmdut:t ln a. ma.nnar trwonsfmn wnh its labaling
- Alphen H,Omnae, 117. whan usad as drocted 6s a sanrﬂzer k;lls 99 99% or-moia of u:a Tollowdng: Sraphylocnccus aureus Salmorella | R
* chiblerzaiuis, Kisbsiella pneurnonias, Pseudomanas asninosa; Stmptococma fascalis; and-Escherichia coli. When used as directed 4s n virycids,
. Alphen H2Omnge2 117.%ls the foliawing viruses In5 minutes ‘o7 lesh-at room temperatura’ {26#400} Herpes s:mplax virus Typa 2, Influenza _
. A2lapan,and HIV:1 (Human Immunodeﬂdamy Wms) To msura that a:l baf:tarla] anc! \nml‘agant-a are killed a3 stated, usa 10 oz of produd con-
cemnata per gallon ol waler,

1-STEP CLEAMING AND SANI‘I‘IZIIIG: Using the appropnaie deanfng solutfm br ﬂ'le typa of suraca to h-e tmated |hnru|..ghly clean !ha sur-
- face, allow 10 &l dry. it needed use addluonaj s.otutiun Heplac-s solution da}ly

.TO USE AS A SANITIZER AWD VIRWIDE IN BAYHROOMS: Add 10 az of pmm concanirata per gallon at-watar for sinks, faucats;
" coumars, urinals, tuﬂatg ggc‘all hand t:onlaa aurtacas as well a3 wajls. sza.lls and fliooras whera.drine and- so"ls il up. Replace solutton dafhy.

TO USE 45 A- SAH}’HZE!I AND vmucmz ON mnumra HA!ID nou-noaous SUHFAcES.' Add 10 ounces of product congan-
trate per galion of wralgr Apply solution: liberally to pre-cleaned hard surtaces, with a spray bottie, pump up pressurd sprayer, cloth, Spongs or map,

. Allow surface to.remain wet far 5 minutes, then, etther aliow-to uir dry’ orwlpe dry to rermove exr:sss hqu!cl Heavily solled surfaces should be pre-
cleaned with the sam‘bbfmlo‘h Replace solufion daity.

! ’ lll\l: Mo &ill IV in 5 rninutes at roam tempera!um {20-250 Cy un’ pradeanucl envimnmenlaj surfaoes.’obgacts pravfously suiled with b!ood.'body ﬂunds
I_ o ata dMhflation-ot,) b Y §alion.(1-part of Rlphen H20ringe2 137 10 127 parts.of waler). For isse in heatth care seftings or other setiings In ..

- -whicheiora Is an expasmds Kelihood of solling of inanimata. suﬂacﬂfobim wilh blood or. body-fiiids, and n-which the surfacesioliects fikely to bs -
soiifd, .'%IP"‘:I or W T can bo sssociatod with the pot.errual for, transmfssion of human- immunu:[ﬂfmancy virus Type 1 (V-1 Associated -

: --wdh Al »
. .

SF{Q@‘ w,;mucnoys FOR CLEANING AND DECONTAMINA TION AGAMTK} w1 (HUMﬁN !HHUNOIJEHC!ENC Y VIRUS OH AlDs
. VIRUS) OF SURFACES/OBJIECYS SOILED WITH BLOOW/BODY FLUIDS: .
- . Parsonal Protection: Wear appropriate barrief protection guch-as latex gloves, gowns. rnasks or eye awanngs
" Cleaning Proceduro: 'Elogd and oiher body flufds musi be thoroughly dsanea from surfaces and objects betora application of ddw.ed product using
~_-tho Heavy o Super Py, Giovaning Solution.
" Contact time: Whils the HIVL virus is Inactvated in 5 mlnmm ot use mncantrauon of 1 oz / galion, with both orl;ank: !naﬂ and vhaen ditutad in hard
waies [Up 16 400 pif hirdness). use.the recommended contact time lor sanitizaien and virutidal actiily as ghven on this Tatel.
thfectious Materlals Disposal: Cleaning rnatarlals that ray oomaln bﬁood and othar body flulds should be dsposed of b_v autodanng or as diretibd
by lhe facility salely officar. . _ i

DEODORIZING . ; '
For general deodorzing, use 2 pail Atphen Hzorangaz 11? 10126 parls wa!er {2 oz / gailon) Apgly to hard, nonporous’ surraae.-s to efiminate
ganerally oftensive odors. - For effective; high Teved, decdorzing, use 10 parts' Alphen H3Qrenge? 117 to 118 {10 oz / gaflan} parts water. Apply lo
- herd, non -porsus surface thoroughty 1o aliminats cdors dus to spilage-from post-colostomy, post-llenstomy. drossing end bag changes, and ciher .
-spills. such a5 urine ‘or facal [ratier; amoke or mt deposils, Indusmal plant procasses. riidaw and mol, and surfacas in musty clasets.

cl..E.AHlNG SOI.UTION DII..U‘I'IONB a APPLICATIOHS (Ddute wIth Nphenfs Dﬁpﬂnsmg S}vsmm Only) i
LIGHT DUTY {10z Iga!]GFlEEN (borlla or labal) ’ -1 MEAWY ouTy (10 Oz 7 gal) RED (bmﬂa or label}

Straak free window, mirror and stainless sleel cleaning T Bathroom, shower room, tile & grout deanar
General fioor ¢leanes for mopping & auto scrubbers T J . Utrne and garbage odor éliminator

. Bennet dean!ng sofution for carpats S . S . Pre:spray for carpet extraction
'nghl wing dmvn cieanar o e - -Generl dograasar )

" Heavy scitwipa down cleaner
Heavy carpet spat remover
Cletns Mold 3 mildew

. GENERAL PURPOSE (2 Oz / gal) BLUE (bollls.or Iabe}) '_ " . SUPER'DUTY (2448027 gal) PUHPLE {attle ar tzbs)

General wipe dovm cleansr -~ %, Renovation of lilo & grout surfaces
. Moppln? solution for Bathroom. and l(llchsn lloors E Difficul! urine f’ugarba ga odor dastruclion
-Genara mrpei Bpol 1emover : Lt Secufl marks and stubborn stains -
: : Lol . C|eapshsavymc?d&mﬂdew .




. . R LT, RN - T R T L
' -"- ) B - . - . T - - . |
i

"Alpherjr: 800-261-9604

: PRECAUTIONARY STATEMENTS
HAZARDS TO HUMAN AND DOMESTIC ANIMALS

' DANGER Undiluted product concentrate may cause savsre eye damage Do not get in eyes on skln or
o clothing. 'Wear safety glassés or other 8ye protectlon and rubber gloves' when handiing concentrate. Avoid
" contamination of food. Wash thoroughly wlth soap and water aﬂer handhng ‘Remove contammated clothnng
' ,and wash c!pthnpbetore reuse. '; . : : S e N
Affer productbdﬂuteo' in accom'ance wfth d!recﬂans for uee, safety gfasses or. ozher eye proracr!on
are not requ.‘uaa broduct after dl!uﬂon accordlng to direcﬁans, is non- im‘taﬂng :

LR RN ]

srmnrem; OFPBACTICAL TREATMENT
°th'cas'e of cpNTAt;T with product concentrate - ' : : : S
*If In eyes: Flush immediately with cold: ‘Wwater, Hemove contact lenses. ContinUe ﬂushrng for 15 mlnutes R
: * iding eyelids apart. Get prompt ‘medical attention. RO fov S S

i on skin: immediately wash with.plenty, of Soap and water Gat rnedical attentlon ' o

-If swallowed: Promptly drink large quantrty of water Av0|d alcohot Do not mduce vornmng Never gwe any- .
~ thing by mouﬂtlb'an unconscrous,person co et Do . _ . N

.'f

STORAGE AND DISPOSAL

IN CASE OF SPILL: Clean up 1mmed|atety Place leekmg contamer m well ventriated area. To clean up
sphil, flush area with jarge quannty of water Avoid run -off into storm sewers and drtches Ieadm g to. naturat

© waterways. . - SR e e

) STOHAGE Do not oontammate water f00d,. and or feed by storaga ‘Avoid’ freezmg oondmons Avoid. I'ugh
temperatures, Do not ‘exceed slorage temperatures of 950F-Best storage temperatures are between 350F
and 850F. Overheating In storage may result in.Increased degradation of product which wril decrease prod- s

“uct eﬁecnveness Keep concentrate. away fram !ncompanble matenals T o o

PESTICIDE DISPOSAL‘ Do not contarninate water, food or feed by dlsposal Wastes resultlng from the usa -
of thls product may ba. drsposed of on srte or at an approved waste dlsposal facrlsty

' CONTAINER DtSPOSAL Oompletely empty contamer Do not reyse ernpty contaaners Leave empty plast:c :
bag in original box and discard in trash; sanitary- landﬂlt or by mc:meratron or if allowed by State and Local B
Authorities, by bumlng It burned stay out of smoke ' ’ '

Sy e




: “.l“lilj.,t. ;

CONCENTRATE 117

OXID!ZING MULT). PURPOSE 1 STEP CLEANER DEGHEASEH & SANITI‘ZER (NON- FOOD.
CONTACT SURFACES) ViHUC!DE & DEODOR!ZER FOH HARD, NON-POROUS SURFACES

&QT[VE !NGREDIENT

- MAPLE GROVE ROAD
GEORGETOWN, IL 61846

et Elydrogen peroxide _ - _ 3._95%‘
'tmqm INGRED!ENTS e 96.05% |
aanaw e N a ) B VL i . o
e TREM, T L T 10000% @
Ip-o._ sverm ) to. ﬂvg
A KEEP OUT OF REACH OF CHILDHEN 55
b T oo
'EEERE] . oAl - O z
| DANGER e
.
edue B E
wasl o PHECAUT?ONARY STATEMENTS g T
 SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS = 332
S ' S : & ZO
_EPA Heg No. 069268-2 oo
EPAEst.No. ' 069268-L-001 R <o
} . C TP -
' * ALPHEN, INC. R
N

- NET CONTENTS: 1 galion.

© This product is not to be used as a terminal sterilant/disinfectant on any surface or instrument
that (1) is.introduced darec*t!y info the human body, either inte or in contact with the bloodstream

or normally sterile areas of the body, .or (2) contacts intact mucous membranes, but which does

not-ordinarily penetrate the b!ood barrier or otherwise enter. normaily sterile areas of the hody.

'Th:s product may be used o preclean or decontammate cnt:cal or semf-critlca! medical dewces '
_prior to sterliizatton or high teve! dlsmfectrcn '

/55




4327 REELS MILL RD - FREDERICK, MD 21704-7759
(301) 6951200 FAX: (301) 695-1409

Tony Kish

Registration Specialist

Antimicrobiaf Program Division (7510W)
US Environmental Protection Agency
Crystal Mall 2, Room 266A

1921 Jefferson Davis Hwy

Arlington, VA 22202

Dear Mr. Kish:

Enclosed please find the required copies of the final printed fabe! for the above referenced product, H,Orange,
Concentrate 117 (EPA Reg. No. 69268-2), for inclusion in the product file.

The sponsor, Alphen LLC, wishes to thank you for all your help and assistance with this project, your advice

and availibility are greatly appreciated.

Sincerely yours,

W&mzﬁi

Kyle H. Sibinovic, Ph.D.
Agent for Alphen, LLC

- SHALDRA, INC.

Re: submission Final Printed Labels

H,Orange, Concentrate 117
EPA Reg. No. 69268-2
OPP {D# 233346

04-08-1999
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SUBMISSION BAR CODE #{gggﬁé;;7-:28*67 REVIEWER 7 A=

CODING FORM FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS

FILE SYMBOL/REG No. 69 RLE-Z oM 32 ACTION CODE__ 222

DESCRIPTOR ﬁ[mf/ - .51/&/’///2/ L& EXP i o %?Z% i
- 70 confitm 7% V,ﬁ-_/)&?‘? s Regd Sn (e; 2o ee ;7% 0?3
[ ] CHILD RESISTANT PACKAGING: [ ] CERTIFICATION ‘

{ ] NON-RESIDENTIAL USE ONLY
[ ] NOT APPLICABLE :

REGISTRATION TYPE: [ ] CONDITIONAL [ ] UNCONDITIONAL

' PROPOSED CLASSIFICATICON: [ ] GENERAL [ '} RESTRICTED USE ~
DATE ON APPLICATION EPA RECEIVE DATE PM "RECEIVE DATE
9 |2 155 |9 | & LS 7 | ¥ |25
METHOD OF SUPPORT .= - FORMULATORS EXEMPTION
] CITE-ALL SUBMITTED
] "SELECTIVE NOT SUBMITTED

NOT APPLICABLE
INCORRECT/RESUB

— e
e el e

{

[

[ ] NOT SUBMITTED

{ ] NOT APPLICABLE

[ - -3-~INCORRECT/RESUB
REVIEW(S) REQUESTED DATA . DATE DUE DATE
‘_ ; - PACK # SENT DATE RETURNED

CHEMISTRY

EFFICACY

TOXICOLOGY

. HED TOX.

ENVIRON. FATE

 FISE/WILDLIFE

OTHER

RESPONSE CODE / 57/ . 'RESPONSE DATE MAR 0 2 1999 / '




EP# Rep N Ll
e, Number: Date of Issuance:

U.S ENVIRONMENTAL PROTECTION AGENCY
Qfice of Pesticide Programs

Registration Division (H7505C) 69268-2 MAR 0 2 1999
401
“M" 5L, S.W. Term: of lssuance:
Washington, D.C. 20440
CONDITIONAL J

NOTICE OF PESTICIDE:

X Registration Name of Pesticide Produet:

R istrati

— ereg]s ranon HzoRANGE-z

{under FIFRA, as amended) CONCENTRATE 1 17

Mame and Address of Registrant {include 2iP Code):

Alphen, Inc.
Division of Dynachem
P.O. Box 19, Maple Grove Road

n.must Be submitieditaand ;

¢ oth:ubov:E F_i_g\jr'c_g_-igff_m_yoj_‘n-hug‘ribcf,'; -

'bc'c:.ep'téd-b);-1'}.':.3._{{_e-g:i_st_.r.-:..uii?n-_-

FE R L L L P i

Qn the besis of information fumished by Whe registrant, the abeve named pesticide is hereby registeredfrerepisiered under the Federsl nsecticide, Fungicide and
Rotlenlicide Aci.

Registration 1§ in no way [¢ be construed as an endorsement or recommendation of this product by the Agency. In order 1o protect health and the enviconmen, 1he
Admintstrator, on his motion, may at any lime suspend or carcel the regisiration of 3 pesticide tn accardance with the Act, The accepiance of any name in caanection
with Lhe registrution of o product under Lhis Act s not (o be construed gs giving the registront a right 10 exclusive usc of the name or o its use iFit has been covered by
others.

This product is conditionally registered in accordance with FIFRA sec. 3{c)(7)(A) provided
that you:

1. Submit and/or cite ail data required for registration of your product under FIFRA sec.
3(c)(5) when the Agency requires all registrants of similar products to submit such data; and submit
acceptable responses required for re-registration of your product under FIFRA section 4.

If these conditions are not complied with, the registration will be subject to canceliation in
accordance with FIFRA sec. 6(e}. Your release for shipment of the product constitutes acceptance
of these conditions.

The condition of registration included in the original Notice of Registration dated $/10/98,
requiring the submittal of additional efficacy data has been satisfied. This new Notice is being
issued to remove the original automatic expiration date imposed upon this registration.

Signature of Appreving Official Date:

Marshall Swindell 7/%@ M
Product Manager 33

Regulatory Management Branch 1 MAR 0 2 1999
Antimicrobial Division (7510W) '

EPA Form 8570-6

/40




page 2
EPA Reg. No. 69268-2

A stamped copy of the label is enclosed for your records,
If you have any questions conceming this letter, please contact Tony Kish at (703) 308-9443.

Sincerely,

arshall Swindell

Product Manager 33

Regulatory Management Branch !
Antimicrobial Division (7510W)

9 Enclosure




FRONT PANEL - ALPHEN 117 MASTER LABEL d2-24.99

{logo}

H,ORANGE, CONCENTRATE 117

OXIDIZING MULT! PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON-
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-
POROUS SURFACES

ACTIVE INGREDIENT

Hydrogen peroxide 3.95%
OTHER INGREDIENTS 96.05%
: ACCEPTED
with COMMENTS
TOTAL 100.00 % in EPA Letter Dated:

KEEP OUT OF REACH OF CHILDREN MR g » By
. u Under the Federal Insecticide,
Fungicide, and Redendcide Act as

- D A N G ER amended. for the pesticide,

registered under EPA Reg, No.

PRECAUTIONARY STATEMENTS & FoZ& &~ 2

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

EPA Reg. No. 069268-2
EPA Est. No. 069268-1L-001

ALPHEN, INC.
MAPLE GROVE ROAD
GEORGETOWN, IL 61846

' NET CONTENTS: 1 galion ..

‘ ans s . -
* . as L]
This product is not 1o be used as a terminal sierilant/disinfectant on any surface or instrument that (1) is mtroqquq gifecty indo g man
body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) coniacts intact mugeus memprapeg;, but
which does not ordinarily penetrate the blood barier or otherwise enter nromally sterile areas of the body. This product may | ba.used to

preclean ¢r decontaminate criticai or semi-critical medical devices prior to sterilization or high lavel disinfetdat
aaetnd L]
L] LE ]

/67




LEFT PANEL - ALPHEN 112 MASTER LABEL 05-08-98
Adphen B00-281-S604

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMAN AND DOMESTIC ANIMALS

Danger. Undiluted product concentrate may cause severe eye damage. Do not get in eyes, on skin or
clothing. Wear safety glasses or other eye protection and rubber gioves when handling concentrate. Avoid
comtamination of food. Wash thoroughly with soap and water after handiing. Remove contaminated clothing
ang wash clothing before reuse.

After product is diluted in accordance with directions for use, safety giasses or other eye protection
are not required. Product, after dilution according to directions, is non-irritating.

STATEMENT OF PRACTICAL TREATMENT

In case of CONTACT with product concentrate

If in eyes: Fiush immediately flush with cold water. Remove contact lenses. Continue flushing for 15
minutes, holding eyelids apart. Get prompt medical attention.

If on skin: Immediately wash with plenty of soap and water. Get medical altention.

iIf swaliowed: Promptly drink large quantity of water. Avoid alcohol. Do net induce vomiting. Mever give
anything by mouth to an unconsious persoen.

STORAGE AND DISPOSAL .. .. . . T

IN CASE OF SPILL: Clean up immediately. Place ieaking container in weil ventilated area.. To clean up.spill, —— . —
flush area with farge quantity of water. Avoid run-off into storm sewers and ditches leading to matural”™ =" —~—
watlerways.

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avaid high
temperatures, Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product
effectiveness. Keep concentrate away from incornpatible materials.

PESTICIDE DISPOSAL: Do not contaminate water, foad or feed by disposal. Wastes resulting from the use
of this product may be disposed of on site or at an approved waste disposal facility.

CONTAINER DISPOSAL : Completely empty container. Do not reuse empty containers. Leave emptly plastic
bag in original box and discard in trash, sanitary landfill or by incineration, or if allowed by State and Local
Authorities, by burning. !f burned stay out of smoke.

ACCEPTED YT
with COMMENTS e .
in EPA Letter Dated: _ L
A y
HAR i 5 . e .,
Under the Federal InsecaCide, setnes " en
Fungicide, and Rodenticide Actas L e
amended, for the pesticide, rasne, -
registered under EPA Reg. No. sness -
é?‘Zé EJ" & l.:..o
» LN ]
[ ] : o8 .




BACK PANEL - ALPHEN 117 MASTER LABEL 02-24-99

DIRECTIONS FOR USE
it is violatien of Federa! law to use this preduct in a manner inconsistent with its labeling.

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus
aureus, Salmonelfa choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptococcus faecalis,
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes
or less at room temperature (20+/~1°C): Herpes simplex virus Type 2, Influenza AjJapan, and HIV-1 (Human
Immunodeficiency Virus). To insure that all bacterial and viral agenis are killed as stated, use 10 oz. of
product concentrate per gallon of water.

1-Step Cleaning and Sanitizing: Using the appropriate cleaning solution far the lype of surface to be treated,
fRorounty clean the suriace, alow to air dry. If needed use additionai solution. Replace solution daily.

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon of water
for sinks, 1aucels, counters, urinals, onets and all hand contact surfaces as well as walls, stalls and floors
where urine and scils build up. Replace solution daily.

To use as a sanitizer and virucide en inanimate, hard, non-porous surfaces: Add 1C ounces of product
Corcentrale per ganon of waler. AQply solulion Toerally 16 pre-cleaned narg suriaces, with a spray bottle, pump
up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for S minutes, then, either allow to
air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same
solution. Replace solution daily.

HIV: To kitl HIV in 5 minutes at roormn temperature {20-25° C) on precleaned environmental surfaces/objects
previcusly soiled with blood/body fluids at a concentration of 1 cz / gallon (1 part of Alphen 117 to 127 parts
of water). For use in health care settings or other settings in which there is an expected likelihood of soiling
of inanimate surface/cbjects with blood or body fluids, and in which the surfaces/objects likely to be soiled with
hlood or body fiuids can be associated with the potential-for transmission of human immunodeficiency virus
Type | (HIV-1 Associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN
IMMUNODEF!ICIENCY VIRUS OR AIDS VIRUS) CF SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS:

Perscnal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover-
ings. Cleaning Procedure: Blood and other bedy fluids must be thoroughly cleaned form surfaces and objects
before application of diluted product using the Heavy or Super Duty Cleaning Soiution.

Contact time: While the HiV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz / gallon, with both
organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time
for sanitization and virucidal activity as given on this label.

Infectious Materials Disposal: Cleaning materiais that may coniain blood and other body fluids should be
disposed of by autoclaving or as directed by the facility safety officier.

Deodorizing LA

For general deadarizing, use 2 part Alphen 117 to 126 parts water (2 0z / gallon). Apply to hard, noh'ﬁﬁrous
surfaces to eliminate generafly offensive odors. For effective, high level, deodorizing, use 10 parté A

117 to 118 (10 oz / gallon) parts water. Apply to hard, nen -porous surface thoroughly to eliminate sdors due
to spillage from post-colostomy, post-ileostomy dressing and bag changes, and other:spirs-such as unne or
fecal matter; smoke ar soot deposits, industrial plant processes, mildew and mold, ar]q .sprface;; m.ipusty
closets.

ACCEPTED -n:: .:o:.i
_with COMMENTS seses’ .
in EPA Letter Dated: s e
R 0 2 g e
Under the Federal Insecticide, Tetelt

Rungicide, and Rodenticide Act ag
amended, {or the pesticide,

rmzrez;dzdg }:;; r;reg No. / é 9{



RIGHT FANEL - ALPHEN 117 MASTER LABEL

CLEANING SOLUTION DILUTIONS & APPLICATIONS
(Dilute with Alphen’s Dispensing System Only)

LIGHT DUTY (1 Oz / gal}GREEN {bettle or label)
Streak free window, mirrer and stainless steel cleaning
General floor cleaner for mopping & auto scrubbers

- Bonnet cleaning sclution for carpets
Light wipe down cleaner

GENERAL PURPOSE (2 Oz / gal) BLUFE (botte or label}
Generalwipe down cleaner

Mopping sclution for Bathroom and Kitchen fioors
General carpet spot remover

02-24-59

HEAVY DUTY (10 Oz / gal) RED (bottle or label)
Bathroocm, shiower room, tile & grout cleaner
Urine and garbage odor eliminator

Pre-spray for carpel extraction

General degreaser

Heavy soil wipe down cleaner

Heavy carpet spot remover

Cleans Maold & rniidew

SUPER DUTY {24-48 Oz / gal) PURPLE potte or tatel)
Reéfevation of tile & grout surfaces

Difficult urine & garbage odor destruction

Scuff marks and stubbom stains

Cleans heavy mold & mildew

ACCEPTED
with COMMENTS
in EPA Letter Dated:
[ X X 3 )
MAR 0 2 19 'TI1)
Under the Federal Insecticide, i u
Fungicide, and Rodenticide Act as TS
amended, for the pesticide, YYYIL -
registered under EPA Reg. No. « " s ®
REYY LSS vegeey P Te
L 2 ] - PR
ardue * [ 2] . :
e : LR ] L]
[ ] ae
. I: [ ] *
L ] LA}
> : a8 .
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SHALDRA, INC. Lo T

4327 REELS MILL RD - FREDERICK, MD 21704-7759
(301) 695-1200  FAX: (301) 695-1409

Tony Kish | 09-02-1998
Registration Specialist *

Antimicrobial Program Division (7510W) i -

US Environmental Protection Agency

Crystal Mall 2, Room 266A

1921 Jeffersan Davis Hwy

Adington, VA 22202 Re:Application for FPesticide Registretion:

' H,Orange, Concentrate 112 - EPA Fle Symbol: 69268-R

Response to EPA verbal request for ¢ata of 08-31-98
OPPID # 233332

Dear Mr. Kish:

As suggested by Mr, Swindell, this letter is direcled 1o yau rather than to Mr, Swindell as you row have all the information -

on both of the Alphen, Inc. Products. In response to convearsations between you, and/or Marshall Swindell and myself
{08-31-1598), we are providing the following:

Transmittal letter, -
Application for Pesticide Registration Form (OPP D #233332.)

Required Certification with Respect to Citation of Data using the new form.

Awn

Step Cleaner, Degreaser, Sanitizer (Non-Food Contact Surfaces, Virucide, & Deomorizer for Hard Surfaces -
Revised Sections 61-3, 2nd 63-17. & Section on Identity, Strength, an¢ Purity o Product used in Efficacy
Testing. {Raw Data)

5. Three copies of Volume 2 - AOAC Sanitizer Test (for non-food contact surfzces) for Hiphen Product 112 - Raw
Data (LPI# Alphen 97-10, Presque Isle Cultures).

6. Three copies of Velume 3 - Virycidal Efficacy Testing of Alphen, LL.C s Produ 110 Against the Humen
Immunodeficiency Virus (HIV-1).- Raw Data {LPi# 9268.0, Southem Rasearch)

7. Three copies of Volume 4 - Virucidal Effectiveness Test - Raw Data (LPk 391-16z Microbiotest)

As instructed, at this time ne new labels are included. However, the sponsor will change the sgnal word to Danger unti!
such time as testing of the above product warrents a change in signal word. At such tme as the label review is
completed, we will, of course, submit as needed the final labels.

Please let me know diraclly if you have additional questions regarding this product. - Alphen s = very small company and
is very anxious to hava the registration of the products with at least conditional registrations so that they can introduce

them at the Fall meeting of the National group that sponsors these types of products. Any assistance that you can give
us would be greatly appreciated.

| would appreciate it if you would call me as soon as possible regarding the status of this praduct so that | can picic up
the response letter.

Thank you for your assistance with this Application.

Sincerely yours, ﬂ ' Ve
KR AL e rves. O U

Kyle H. Sibinovic, Ph.D. i : '
Agent for Alphen, Inc.

Three copies of Volume 1 - Product Chemistry - H,Orange; Concentrate 112 -An Oxidizing Multipurpose, 1- -




Alphen Tnc
P lex 19 -
é{g,/j&/ﬁwn, Tl £/7496

REGULATORY ACTION IN SUPPORT OP WRICH THIS PACEAGE IS STE¥TTSI)

DATE RECEIVED BY EPX

LIST OF SUSMITTED STURI=S:
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be’l?ﬂt///]&') < Stp  Clares D{//’(/Jr/ fmrr?%’c/“
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Jﬁﬁezio 44646003
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SeP 1 0 1998

U.S. ENVIRONMENTAL PRCTECTION AGENCY
Office of Pesticide Programs

ALPHEN, INC.
P.O. BOX 19
GEORGETOWN, IL 61846

Report of Analysis for Compliance with PR Notice 86~5

Thank you for your transmittal of 09/03/98., Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any gquestions concerning
this data submission, please raise them with the
cognizant Product Manaqer, to whom the data have been
released.. B

/e




MEMO

To: Marshall Swindell, PM 33

From: Tony Kish

RE: 69268-2 Raw Data Submitted to Front
End :

Date: 11/9/98

Kyle Sibinovic submitted the raw data, as required in the
time limited registration, to the front end and it was date
stamped 9/3/98, and given MRID 446460-01 (product
chemistry), -02 (sanitizer test), -03 (HIV), and -04
(viruses)y/Do you have jt? We need to log in and send to
Srint AS one year registration clock is ticking (to
give them time to contract a study in case we reject any

data).
i

i




202.0 Recommendations: -

202.1 Raw data acceptable:

1-Reviewed raw data of all three studies and appeared to be acceptable except for the last
virucide study against Poho virus II (VR-61) in which the test product falled. However,
this virucide activity against polio virus is not claimed on the label.

2- Previous efficacy review recommendations concerning label corrections have not been
amended.




EFFICACY AND SCIENCE SUPPORT BRANCH -
ANTIMICRORIAL DIVISION

EFFICACY REVIEW - |

In:  10/19/98 Out: January 14, 1998
| Shoaf ¢ Base
Reviewed by- Ibrahim Barsoum Date: January 13, 1998
EPA Reg No.: 69268-1
DP Barcode: D250216
EPA Pe[i[ion No_ : none W Wr LS -._J-m.:..::u-‘ia T Y] N{i{.,,a".‘f

Date Division Received: 9/4/08

Type Product: Cleaner, Sanitizer, Virucide, and deodorizer

MRID No. :

Product Manager: Marshall Swindell

PM Team Reviewer: Tony Kish

Product Name: H2 Orange2 Super Concentrate 112

Company Name: Alphen, Inc.

Subrnission Purpose: Submission of raw data of previously submitted efficacy data.
Type Formuiation: Ligquid

Active Ingredients:

Hydrogen Peroxide- .. 71.95%

Pmmmmmmmmmﬁmmm NCLUL




RISK ASSESSMENT AND SCIENCE SUPPORT BRANCH

EPA Reg. No.:
DP Barcode:

EPA Petition No.;

Date Division Received:

Type Product:

MRID No.:

Product Manager. - - -

PM Team Reviewer:

Product Name:

Company Name:"

- A];.)heﬁ; Inc.

ANTIMICROBIAL DIVISION
EFFICACY REVIEW - 11
69268-1
D250216
none
9/4/98

Cleaner, Sanitizer, Virucide, and deodonzer

- Marshall Swindell -~ - < oo

Tony Kish

H2 Orange? Super Concentrate 112

/7Z




200.0 Introduction:
200.1 Uses:

200.2 Background Information: Raw data of previously submitted efficacy results.

2010 Data Summary: None

201.1 Abstract of Test Reports: None

201.2 Brief Description of Test:

Raw data are provided to support the efficacy of the product as a non-food contact
Sanitizer and as a Virucide. Characterization data (identity, punty, strength, and
‘composition of test substances) to verify that the efficacy data were developed at the
proper concentrations are also provided.

2013 Data Summaries:  None

201.4 Othef Summarized Results:

See Recommendations under 202.0.

/7%




A4 4E646&0-00

SHALDRA, INC. T T T T e

4327 REELS MILL RD - FREDERICK, MD 217047753

{301) 695-1200  FAX: (301} 6951409 T

Tony Kish

Registralion Specialist i

Antimicrobial Program Division (7510W) -

US Environmential Protection Agency

Crystal Mall 2, Room 266A

1921 Jefferson Davis Hwy

Artington, VA 22202 Re:Application for Pesticide Registradon:
H,Orange, Concentrate 112 - EPA Fie Symbol: £9268-R

Response to EPA verbal request for data of 08-31-98
QPP ID # 233332

09-02-1998

Dear Mr. Kish:

As suggested by Mr. Swindell, this ietter is directed to you rather than to Mr. Swindef as you row have all the information
on both of the Alphen, Inc. Products. In response to conversations between you, and/or Mashall Swindell and myself
{08-31-1998), we are providing the followlng: '
- Transmittal letter. ~
Application for Pesticide Registration Form {OPP D #233332.)
Required Certification with Raspect to Citation of Data using the new forrn. .
Three copies of Volume 1 - Product Chemistry - H;Orange, Concentrate 112 -An Quidizing Multipurpose, 1-
Step Cleanar, Degreaser, Sanitizer {Non-Food Contact Surfaces, Virucide, & Deomorizer for Hard Surfaces -
Revised Sections 61-3, and 63-17, & Section on [dentity, Strength, and Purity o Product used in Efficacy
Testing. (Raw Data)
5. Three copies of Voluma 2 - AOAC Sanitizer Test {for non-food contact surizces) for Miphen Product 112 - Raw
Data (LPI# Alphen §7-10, Presque Isle Cultures).
B. Three coples of Velume 3 - Virucidal Efficacy Testing of Alphen, LL.C's Produz 110 Against the Hurmen
immunodeficiency Virus (HIV-1) -Raw Data (LPI# 9268.0, Southern Research)
7. Three copias of Volums 4 - Virecidat Effectiveness Test - Raw Data {LPE 391-10Z. Microbiotest}

B -

As instructed, &t this tine no new labels are included. However, the sponsar will changs the sgnal word to Danger unti
such time as testing of the above product warrents a change in signal word. At such fme as the label review is
completed, we will, of course, submit as needed the final labels.

Plaase let me know directly if you have additional questions n;garding this product. Alphen & 2 very small company and
is very anxious to have the registration of the products with at least conditional registrations so that they can introduce

them at the Fall meeling of the National group that sponsors these typas of products. Any assstance that you can give
us would be greatly appreciated.

| would appreciate it If you would call me as soon as possible regarding the status of this praduct so that | can picli up
the response lefter.

Thank you for your assistance with this Application.

Sincerely yours, ﬂ ot
K R s e ives Pl >

Kyte H. Sibinovic, Ph.D. . “ : )
Agent for Alphen, Inc,
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TGS 6 1998

U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

ALPHEN, INC.
P.O. BOX 19 ]
GEORGETOWN, IL 61846 _-. ..

Report'of Analysis for Comﬁliance with PR Notice 86-5

‘Thank you for your~tnansm1tta1 of 07/30/98. Our staffx;L;-
" has completed a prellmlnary analysls of the material The results are
provided as follows? 1f'u3,_ . _ - A

We are unable to accept your data submittal for further . =

: processing and review, because of the significant o

i . deficiencies noted. below. It is being returned to.you ... -~
for correction. If deficiencies were found which apply

"to your overall submission, they are described

immediately following this paragraph. If problems are

found with individual studies, they are described below _.

linked to the study identifier found on the enclosed '

copy of your bibliography.

Rejected study ([01] :

*  When data confidentiality is claimed under FIFRA
Section 10 (d}{1) (A}, (B), or (¢}, all confidential
information must be excised from the body of the study
and placed in a Confidential Attachment. See pages 8
and 15 of PR Notice 86-5. '
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FILE SYMBOL/REG NO.& S48~ £  PMc3.3 ACTION CODE, 7. &

pescripTor Qoo prected S F o Ldﬁé/&’

[ 1 CHILD RESISTANT PACKAGING: [ 1 CERTIFICATION
[ ] NON-RESIDENTIAL USE ONLY
[ ] NOT APPLICABLE '

REGISTRATICN TYPE: - { ] CONDITIONAL { 1 UNCONDITIONAL
PROPOSED CLASSI?ICATION: [ 1 GENERAL' [ -] RESTRICTED USE
‘“: DATE ON APPLICATION EPA RECEIVE DATE " PM RECEIVE DATE
- ] : R . /
(g 7lz7 |98 |22loxl 971 42109 75
METHOD OF SUPPORT . FORMULATORS EXEMPTION
CITE-ALL SUBMITTED .
SELECTIVE . NOT SUBMITTED

NOT SUBMITTED NOT APPLICABLE
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— Ty r———y
[ SNSRI )

NOT APPLICABLE INCORRECT/RESUB
INCORRECT /RESUB _ :
REVIEW(S) REQUESTED  DATA DATE DUE DATE
2 PACK # SENT DATE  RETURNED

g CHEMISTRY ™
- -

EFFICACY

TOXICOLOGY

- HED TOX.

ENVIRON. FATE

 FISH/WILDLIFE

OTHER

STATUS

RESPONSE CODE ' . 'RESPONSE DATE ‘ _ re
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EQPA

DP BARCODE: D250213

CASE: 062401 DATA PACKAGE RECCORD DATE: 10/08/28
SUBMISSION: 5550000 BEAN SHEET Page 1 of 1

* * % CASE/SUBMISSION INFORMATION * + ¥

CASE TYPE: REGISTRATION ACTION: 362 AmD-TECH FORM CHG AMEND

CHEMICALS: 000595 Hydrogen peroxide ) T o o 3.9800%
ID#: 069268-00002 H2 Orange Super Concentrate 117

COMPANY : ' '

PRODUCT MANAGER: 33 MARSHALL SWINDELL 703-308-6343 ROOM: CS1 6B

PM TEAM REVIEWER: TONY KISH 703-308-9443 ROOM: (CS1 3wWe?s

RECEIVED DATE: 09/04/98 DUE OUT DATE: 12/03/98
* + % DATA PACKAGE INFORMATION * * %
DP BARCODE: 250213 EXPEDITE: N _DATE SENT: 140/08/98 DATE RET.: /7

HEMICAL: 000595 Hydrogen peroxide
P TYPE: 001

CSF: Y LABEL: Y
ASSIGNED TO DATE , IN DATE OUT ADMIN DUE DATE: 11/22/98
DIV : AD ﬂﬁ?ﬂ??g /7 NEGOT DATE: / [
BRAN: EASSB 2y 8198 7/ PROJ DATE: [/ /
SECT: C 10 124 /9% /7 .
REVR : WA /7 . .
CONTR: (Inpa /7

10~ 3 —4g

ookow DATA REVIEW INSTRUCTIONS « + *
Please review the attached chemistry data for acceptability.
* * « DATA PACKAGE EVALUATION * + =*

No evaluation is written for ‘this data package

bp BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL

* + % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * + *

-

/1
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. 446459 —-00

SHALDRA, INC.
4327 REELS MILL RD - FREDERICK, MD 21704-7759
[301) 695-1200  FAX: (301) 6959409

Tony Kish

Registration Specialist

Antimicrobial Program Division {7510W)

US Environmental Protection Agency

Crystat Mall 2, Room 266A

1921 Jefferson Davis Hwy

Aslinglon, VA 22202 Re:Application for Pesticdide Registration:
H,Orange, Corcentrate 117
EPA Fite Symbal; 65265-E
Comected response to EPA tetter of 07-22-08
OPP ID # 233313
09-02-1998

Dear Mr. Kish:

As suggested by Mr. Swindell, this letter is directed to you rather than o Ms. Pam Hasty as you now have all the
information on both of the Alphen. Inc. Products. In response to that tter of 07-22-98 we are providing the following:

1. Transmittal letter.

2. Applicatian for Pesticide kagistration Form (OPP (D #233313). -

3. Copy of the CSF cofreded to indicate_the proper name of the proeduct 2nd of mFs well
as the verified pounds per gallon of this preduct. There are o other changes in the j

4. Required Certification with Respect to Citation of Data using the maw form.

5. Required data matrix using the new forms, since the active ngrediiem is from an unregistered source.

6. Copy of letter from Patrick Stewan explaining the origins of tie narme of the products,

T Three copies of Volume 1 - Pmoduct Chemistry - H.Crange. Concentrete 117 -An Oxidzing Multipurpose, 1-
Step Cleaner, Degreaser. Sanitizer (NonFood Contact Surfeces, Virucide, & Dgodonzer for Hard Surfaces -
Revised Sections per EPA letter 07-22-98 only, -17, and with a corrected Statement of
NO Data Confidentiality.

8. Five copies of the label wiih the name adjusted to be identical o the reme of the product on the CSF, and the
signat word changed to” Danger™. :

We now understand that you have 2 the required data far— he toxicology and
efficacy MRIDs have just had the reviews completed under EPA File Symbail 82268-R, and the information needed for
these reviews are included in the submission for 63268-R.

| am also endosing a copy of the Front-End response sheet and the pastmark on the envelope as again there was an
extremely lengthy delay in sending the response out afler the lefter waswritten. It is this type repeated delay that forces
Sponsor's to develop extremely high bicod pressure and to feel that their paricular project(s) are being ignored or set
aside by the Agency.

Please let me know directly if you have additional questions }egardir\g this product. Alphen is a very small company and
is very anxious to have the registration of the products with at least conditiors2! registrations so that they can introduce

them at the Fall meeting of the National group that sponsors these types of products. Any assistance that you can give
us would be greatly appreciated.

| would appreciate it i you would c2ll me as soon as possible regarding the stztus of this product so that | can pick up
the response letter.

Thank you for your assistance with this Application. P

Sincerely yours, ¢ e
' a4
Ry eptodihon. _P; 10

Kyle H. Sibinovic, Ph.D.

Agent for Alphen, Inc.
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SUBJECT: PRODUCT CHEMISTRY REVIEW — Antimicrcocbials Division

DP Barcode [)R503 L7 Reg. No. or File Symbol {%A65—2
Manufacturing-Use [ ] OR End-~Use Product [ ]

TO: MarsAall. SzJ;ﬁM/TOWﬁ ok

PM Team No.

FROM: Anna Skapars, Chemist
Efficacy and Science Support Branch

THRU: Michelle Wingfield, Acting Chief
Efficacy and Science Support Branch

SUMMARY OF INFORMATION REVIEWED AND FINDINGS
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*Confidential Statement of Formula may be entitled to confidential treatment*



FRONT PANEL - ALPHEN 117 : MASTER LABEL 09-08-98

{logo)

H,ORANGE, CONCENTRATE 117

OXIDIZING MULT! PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON-
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-
POROUS SURFACES

ACTIVE INGREDIENT

Hydrogen peroxide 3.95%
OTHER INGREDIENTS 96.05%
TOTAL 100.00 %

KEEP OUT OF REACH OF CHILDREN
DANGER

PRECAUTIONARY STATEMENTS

SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

ACCEPTED
_Wwith COMMENTS
EPA Reg. No. 069268- In EPA Letter Dated:;
EPAEst. No. 069268-1.-001 SEP 1 ¢
1988
Under the Federal Inseeticida
ALPHEN, INC. Fungicide, and Rodonsioss a0
MAPLE GROVE ROAD amended, for the pestcics,
GEORGETOWN, IL 61848 redistered under EPA Reg. 1o,
& FREE~ iz

NET CONTENTS: 1 gallon NET WEIGHT:

This product is not to be used as a terminal sterflant/disinfactant an any surface or instrument that {1} is introduced directly inta the human
body, eilher into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intact mucous membranes, but
which does not ordinarily penetrate the blood barmier ar otherwise enter normally sterile areas of the body. This product may be used to
preclean or decontaminate critical or semi-critical medical devices prior to sterilization or high leve! disinfection.

L



LEFT PANEL - ALPHEN 112 MASTER LABEL 0$-08-98

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMAN AND DOMESTIC ANIMALS

Statement of Practical Treatment

Danger. Undiluted product concentrate may cause severe eye damage. Do not get in eyes, on skin or
clothing. Wear safely glasses or other eye protection and rubber gloves when handling concentrate. Avoid
contamination of food. Wash thoroughly with soap and water after handling. Remove contaminated clothing
and wash clothing before reuse.

After product is diluted in accordance with directions for use, safety glasses or other eye protection
are not required. Product, after dilution according to directions, is non-irritating.

In case of CONTACT with product concentrate

i in eyes: Flush immediately flush with cold water. Remove contact lenses. Continue flushing for 15
rninutes, holding eyelids apart. Get prompt medical atiention.

if on skin: Immediately wash with plenty of soap and water. Get medica) attention.

If swallowed: Promplly drink large quantity of water. Avoid alcohol. Do not induce vomiting. Never give
anything by mouth to an unconsious person.

STORAGE AND DISPOSAL

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill,
flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural
waterways.

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product
effectiveness. Keep concentrate away fram incompatible materials.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resulting from the use
of this product may be disposed of on site or at an approved waste disposal facitity.

CONTAINER DISPOSAL: Caompletely empty container. Do not reuse empty containers. Leave empty plastic
bag in original box and discard in trash, sanitary landfill or by incineration, or if allowed by State and Local
Authorities, by burning. If burned stay out of smoke.

ACCEPTLED
with COMMENTS
in EPA Letter Dated:

SEP 1 0 1908

Under the Federal Insecticida,
Fungicide, and Rodertcide Act as
amended, for the pesticide,
registered under EPA Reg. No,

& 924 8- AL

47
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BACK PANEL - ALPHEN 117 MASTER LABEL 08-08-58

DIRECTIONS FOR USE
It is viotation of Federal law to use this product in @ manner incensistent with its labeling.

Alphen 117, when used as directed as a sanitizer, kills 99.98% or more of the foliowing: Staphylococcus
aureus, Salmonella choleraesuis, Kiebsiella pneumoniae, Pseudomonas aeruingsa, Streptococcus faecalls,
and Escherichia coli. When used as directed as a virucide, Alphan 117 ki's the following viruses in § minutes
or less at room temperature (20+/-1°C). Herpes simplex virus Type 2, influenza Aj/Japan, and HiV-1 {Human
immunocdeficiency Virus). To insure that all bacterial and viral agents are killed as stated, use 10 oz. of
product congentrate per gailon of water.

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 cunces of product
Toncentrate per gallon O walter, Apply solulion berally 10 pre-creaneg hard surfaces, with a spray bottle, pump
up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either aliow to
air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cieaned with the same
solution. Replace solution daily.

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon of water
for SIKksS, Taucers, counters, urmars, lonels and an hand contact surfaces as well as walls, stalls ang floors
where urine and solls build up. Replace sclution daily.

HiV: To kill HIV in 5 minutes at room temperature (20-25° C) on precleaned environmenta! surfaces/objects
previously soiled with blood/body fluids at a concentration of 1 oz / galion {1 part of Alphen 117 to 127 parts
of water). For use in health care settings or other settings in which there is an expected likelihood of soiling
of inanimate surface/objects with biood or body fluids, and in which the surfaces/objects likely to be soiled with
blood or body fluids can be associated with the potential for transmission of human immuncdeficiency virus
Type | {HiV-1 Associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS:

Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover-
ings. Cleaning Procedure: Blood and other body fluids must be theroughiy cleaned form surfaces and objects
before application of difuted product using the Heavy or Super Duty Cleaning Solution.

Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz / gailon, with both
arganic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time
tor sanitization and virucidal activity as given on this fabel.

Infecticus Materials Disposal: Cleaning materials that may contain blood and other body fiuids should be
disposed of by autociaving or as directed by the facllity safely officier.

ACCEPRTED
with COMMENTS
in EPA Letter Dated:

SEP 1 ¢ mag
Under the Federal Insecticide,
Fungicide, and Rodenticide Act as
amended, for the pesticide,
registered under EPA Reg. No.

&6 926 5 — .



RIGHT PANEL - ALPHEN 117 MASTER LABEL 058-08-98

CLEANING SOLUTION DILUTIONS & APPLICATIONS
(Dilute with Alphen’s Dispensing System Oniy)

LIGHT DUTY (1 Oz / gal)GREEN (botile or (abel) HEAVY DUTY (10 Oz / gal) RED {hottte or iabel)
Streak free window, mirrer and stainless steef cleaning Bathroom, shower room, tile & grout cleaner
General floor cleaner for mopping & auto scrubbers Urine and garbage oder eliminator

Bonnet cleaning sclution for carpets Pre-spray for carpet extraction

Light wipe down cleaner General degreaser

Heavy soil wipe down cleaner
Heavy carpe! spet remover
Cleans Mold & mildew

GENERAL PURPOSE (2 Oz / gal) BLUE (bottle or lzbal) SUPER DUTY (2448 Oz / gal) PURPLE (potte or labe!)
General wipge gown cleaner Renovation of tite & grout surfaces

Mopping solution for Bathroom and Kitchen fioors Difficult urine & garbage odor destruction
General carpet spot remaver Scuff marks and stubborn stains

Cleans heavy mold & mildew

1-Step Cleaning and Sanitizing: Using the appropriate cleaning soluticn for the type of surface to be treated,
thorouhly clean the surface, allow to air dry. If needed use additional solution. Replace sclution dafly.

Ceodorizing

For general decdorizing, use 2 part Alphen 117 to 126 parts water (2 oz / gallon). Apply to hard, non-porous surfaces
tc eliminate generally offensive odors. For effective, high level, deadorizing, use 10 parts Alphen 117 to 118 (10 oz
! gallon) parts water. Apply to hard, non -porous surface thoroughly to eliminate cdors due to spillage from pdst-
colostomy, post-ilecstomy dressing and bag changes, and cther spills such as urine or fecal matter; smoke or soot
deposits, industrial plant procasses, mildew and mold, and surfaces in musty closets.

ACCEPTED
with COCMMENTS
in EPA Letter Dated:

Under the Federal Insecticide,
Fungicide, and Rodenticide Act as
amended, lor the pesticide,
registered under EPA Req. No.

b 9L b F—
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N CHE Kyle Sibinovic, Ph.D. — . .
. . From: Ffailh'i-ék Stewa-q - L L . ;'-.., L

“pate: O7R8/98 . <. - » S
Re:  H,Orange, trade name

We “coined this produc! name in early 1997 and have been using it on our product labels, fiterature and
trade adverising since that ime. Wa have applied for tademark on both the name and the name wilh

our loga. To my knowledge we have never had any comment concemning confusion as a resuit of the
product hame,

Thanks

L
A TR - SR

-

PO. Box 19 ¢ Mapﬁé-'c'f}}vé ﬁqléd‘gf.é“e"'é_rgéibwﬁ;Jilhnois,6'1546 » 217:662-2130 ¥ FAX 217-662:2268' 800-261-3504
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VOLUME 1

STUDY TITLE: PRODUCT CHEMISTRY - H,Orange, Concentrate 117_- An—@xtdjzsng Multipurpose, 1-
Step.Cieaner, Degreaser Sanitizer (Non-Food Contact Surfaces, V:rucrde & Deodcrrzer for Hard -
S - . Surfaces ' <. -
TEST ARTICLE' H,Orange, Concenlrale 117
Rewsed Sechons per EPA leiter 07-22-98 only, Seclions 61 3 and 63 17

DATA REQUIREMENTS: 40 CFR 158 GUIDELINES

AUTHOR: KYLE H, SIBINOVIC, Ph.D., SHALDRA, INC., for Alphen, inc.

LABORATORY PROJECT #: Alphen-98-PC-02
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-Dale Kyle FP Sibinovic, Ph. D
- Agent for Alphen, Inc.2
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*Pages 192-194 Access to FIFRA Registration Data Is restricted under FIFRA section 10(g)*
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:c:ompanies sent offers of compensation from the Data Submitters List

Activg ingrediegt... Hydrogen peroxide Chemical Id# 000595
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1. ---:Compqnyﬁ 063394 Antimicrobial Exposure Assessment Task Force
pamene 2501 M St., NW
Beee “ v x Washington, DC 20037
.. Data submitfed: Other Data - not specified
2. C.ompany # not given CSMA

1800 Wilscn Blvd
Arlington, VA 22209

Data submitted: Acute Toxicology
Other Data
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EPA Reg. Number: Dmte of Isszance:
\,;1“'-0 81'4% u.s. MOWAL'F‘_ROTECHON AGENCY SEP } D
i M 3 Regioaion E:m‘”}?;%?é‘?c, 69268-2 1988
i 401
i mﬁ_ MPSU SW. Term of Issuence:
Whashington, [.C, 20460
CONDITIONAL
NOTICE OF PESTICIDE:
X Registration Name of Pesticids Product:
—_ Reregistrati on H-,ORAN GEQ
{under FIFRA, as amencied} CONCENTRATE 1 ] 7
Name and Address of Registrant {include ZIP Code):
Alphen, Inc.

Division of Dynachem
P.O. Box 19, Maple Grove Road
Georgetox\m, IL 61846

B AN
Tad (hiand:

On the basis of mfomunnn fumrshad by the registrant, the above named pesticids is haaby remrd’rmgiswmd unrder the Federn) Insecticide, Fungrctd: amd
Rodenticide Act,

Registration is in no way o be construed as an endorsemern of recommendation of this produet by the Agency. In order to protect heatth and the snvironment, the

Adminiziretor, on his motion, may a1 any time puspend or cancet Lhe registration of a pesticide in eccordpnee with the Act. The nccepance of any name in connection

. with the registration of a produet under this Acl is not 1o be consirred a¢ giving the registrant a right to exclusive use of the name or W its wse if i has been covered by
others.

This product is conditionally registered in accordance with FIFRA sec. 3(c)}{(7{A) provided
that you:

1. Submit and/or cite all data required for registration of your product under FIFRA sec.
3(c)(5) when the Agency requires all registrants of similar products to submit such data; and submit
acceptable responses required for reregistration of your product under FIFRA section 4.

2. Add the phrase EPA Registration Number "EPA Reg. No. "69268-2".

Signature of Approving Official: Dnte:

Marshall Swindell d/
Product Manager 33

Regulatory Management Branchl SEP 1 0 1998
Antimicrobial Division (7510W)

EifA Form 85 30-6

2.0/




page 2
EPA Reg. No. 69268-2

3. This conditiona!l registration will expire automatically in exactly 12 months (365 calendar
days) from the date stamped on this Notice of Pesticide Registration unless you meet the condition
stated below. If you fail to satisfy this condition imposed in the registration, EPA may issue a Notice
To Cancel under section 6(e) of FIFRA.

You must submit three copies of: (a) raw data from all the efficacy studies that were
submitted for review, and (b) characterization data (identity, strength, purity, and
composition of test substances for lot numbers 97199, 97220, 97227, 168, 181, 97168,
97181, 10003, 10004, 10053, and 10054). If EPA verifies and accepts (within the 12 month
time restriction) that the efficacy data were developed at the proper concentrations, then a
conditional registration can be issued without the 12 month time limitation.

4. Increase the type size of the Signal Word *“DANGER?” to conform to the latest edition of
the EPA Label Review Manual,

5. Move the “Statement of Practical Treatment” boldfaced heading so that it is flush left, and
just before “In case of CONTACT with product concentrate”.

6. Submit two copies of the revised final printed label for the record.

If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA sec. 6{¢). Your release for shipment of the product constitutes acceptance
of these conditions.

A stamped copy of the label is enclosed for your records.

If you have any questions concerning this letter, please contact Tony Kish at (703) 308-9443.

Sincerely,

Matshall Swindell

Product Manager 13

Regulatory Management Branch ]
Antimicrobial Division (7510W)

Enclosure

T2




FRONT PANEL - ALPHEN 117 MASTER LABEL 09-08-98

{logo)

H,ORANGE, CONCENTRATE 117

OXIDIZING MULTI PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON-
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-
POROUS SURFACES

ACTIVE INGREDIENT

Hydrogen peroxide 3.95%
OTHER INGREDIENTS 96.05%
TOTAL 100.00 %

KEEP QUT OF REACH OF CHILDREN
DANGER

PRECAUTIONARY STATEMENTS
SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

_ACCEPTED
_with COMMENTS
In EPA Letter Dateq:
EPA Reg. No. 069268- S .
EPAEst No. 069268-IL-001 P10

Under the Federai Insecticid
o e,
ALPHEN, INC. Fongicide, and Redexticido Act as

MAPLE GROVE ROAD  [iced iorhepesiede,

NET CONTENTS: 1 gallon NET WEIGHT:

This product is nat to be used as a teminal stedtant/disinfectant on any surface or instrument that {1) is intreduced directly into the human
body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intact mucous membranes, bul
which does not ordinarily penetrate the blood barrier or otherwise enter normally stedile areas of the body. This product may be used to
preclean or decentaminata critical or semi-critical medical devices prior ko sterilization or high level disinfectian.

7076




LEFT PANEL - ALPHEN 112 MASTER LABEL 03-08-98

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMAN AND DOMESTIC ANIMALS

Statement of Practical Treatment

Danger. Undiluted product concentrate may cause severe eye damage. Do not get in eyes, on skin or
clothing. Wear safety glasses or other eye protection and rubber gloves when handling concentrate. Avoid
contamination of food. Wash thoroughly with soap and water after handiing. Remove contaminated clolhmg
and wash clothing before reuse.

After product is diluted in accordance with directions for use, safety glasses or other eye protection
are not reguired. Product, after dilution according to directions, is non-irritating. .

In case of CONTACT with product concentrate ,

if in eyes: Flush immediatety flush with cold water. Remove contact lenses. Continue flushing for 15
minutes, holding eyelids apart. Get prompt medical attention.

if on skin: |Immediately wash with pienty of soap and water. Get medicat attention.

if swaltowed: Promptly drink large quantity of water. Aveid alcohol. Do not induce vomiting. Never give
anything by mouth to an unconsious person.

STORAGE AND DISPOSAL

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill,
fush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural
waterways.

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high
ternperatures. Do not exceed storage ternperatures of 95°F. Best storage temperatures are between 35°F
and 85°F. Overheating in storage may result in increased degradation of product, which witl decrease product
effectiveness. Keep concentrate away from incompatible materials.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resuiting from the use
of this product may be disposed of on site or at an approved waste disposal facility,

CONTAINER DISPOSAL: Compietely empty container. Do not reuse empty containers. Leave empty plastic
bag in original box and discard in trash, sanitary landfill or by incineration, or if allowed by State and Local
Authorities, by burning. If burned stay out of smoke.

ACCEPTED
with COMMENTS
in EPA Letter Dated:

SEP 1 0 1998
Under the Federal Insecticide,
Fungicide, and Rodenticide Act as
amended, for the pesticide,
registered under EPA Reg. No.

L B2l E 2
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BACK PANEL - ALPHEN 117 MASTER LABEL 05-08-98

DIRECTIONS FOR USE
it is violation of Federal law to use this product in @ manner inconsistent with its labeling.

Aiphen 117, when used as directed as a sanitizer, kiils 89.99% or more of the following: Staphylococcus
aureus, Saimenella choleraesuis, Klebsiella preumoniae, Pseudomonas aeruinosa, Streptococcus faecalis,
and Escherichia coli, When used as directed as a virucide, Atphen 117 Kills the following viruses in 5 minutes
or less at room temperature (20+/-1°C): Herpes simplex virus Type 2, Influenza A/Japan, and HiV-1 (Human
tmmunodeficiency Virus). To insure that ali bacteriat and viral agents are killed as stated, use 10 oz. of
product concentrate per gallon of water,

To use as a sahitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of product
Toncentrate per ganon of water. AppYy SGIuTan IIberdlly (0 pre-cieaned hard surtaces, with a spray bottie, pump
up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow to
air dry ar wipe dry to remove excess liquid. Heavily soiled surfaces sheuld be pre-cleaned with the same
solution. Replace schution daily,

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gailon of water
Yor SINKS, Taucels, counlers, unnals, onels and an hand contact surfaces as well as walls, stalls and floors
where urine and soils build up. Replace solution daily.

HIV: To kill HIV in 5§ minutes at room temperature {20-25° C) on precleaned environmental surfaces/objects
gréviously soiled with blood/body fluids at a concentration of 1 oz / gallon (1 part of Alphen 117 to 127 paris
of water). For use in health care settings or other settings in which there is an expected likelihood of soiling
of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects likely to be soiled with
blood or body fiuids can be associated with the potential for transmission of human immunodeficiency virus
Type i {HIV-1 Associated with AiDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HiV-1 (HUMAN
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SCILED WITH BLOODIBCDY
FLUIDS:

Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover-
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and objects
before application of diluted product using the Heavy or Super Duty Cleaning Solution.

Contact time: White the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz / gallon, with both
organic load and when diluted in hard water {up to 400 ppm hardness), use the recommended contact time
for sanitization and virucidal activity as given on this {abel.

infectious Materials Disposal: Cleaning materials that may contain blood and cther body fluids should be
disposed of by autoclaving or as directed by the facility safety officier.

ACCEPTED
with COMMENTS
in EPA Letter Dated:

SEP 1 ¢ 08

Under the Federal Insecticide,
Fungicide, and Rodenticide Act as
amended, for the pestcide,
registered under EPA Reg. No.

AR AN e &



RIGHT PANEL - ALPHEN 117 MASTER LABEL 09-08-98

CLEANING SOLUTION DILUTIONS & APPLICATIONS
{Dilute with Alphen’s Cispensing System Only)

LIGHT DUTY (1 Oz / gal)GREEN (bottle or iabel) HEAVY DUTY (10 Oz / gal) RED (botte or iabel)
Streak free window, mirror and stainless steel cleaning Bathream, shiower room, tile & grout cleaner
General floor cleaner for mopping & auto scrubbers Urine and garbage odcr eliminator

Bonnet cleaning solution for carpets Pre-spray for carpet extraction

Light wipe down cleaner General degreaser

Heavy soil wipe down cleaner
Heavy carpet spot remaver
Cleans Moid & mildew

GENERAL PURPQSE (2 Oz / gal) BLUE (bottle or label) SUPER DUTY {2448 Oz / gal) PURPLE {ottle or label)
Generdl wipe down cleaner Renovalion o tile & grout surfaces

Mopping solution for Bathroom and Kitchen fioors Difficult urine & garbage odor destruction
General carpet spot remover Scuff marks and stubborn stains

Cleans heavy mold & mildew

1-Step Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated,
thorouhly clean the surface, aifow to air dry. If needed use additicnal solution. Replace solution daily.

Deodorizing

For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz / galion). Agpply to hard, non-porous surfaces
to eliminate generally offensive oders. For effective, high level, decdorizing, use 10 parts Alphen 117 to 118 {10 0z
{ gallon) parts water. Apply to hard, non -parous surface thoroughly to efiminate odors due to spillage from post-
colostomy, post-ilecstomy dressing and bag changes, and other spills such as urine or fecal matter; smoke or soot
deposits, industrial plant processes, mildew and mold, and surfaces in musty closets.

ACCEFTED
with COMMENTS
in EPA Letter Dated:

SEP 1 0 1998
Under the Federai insecticide,
Fungicide, and Rodenticide Act as

amended, for the pestcide,
registered under EPA Peg. No.

b ¥ 26— Z
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EFFICACY AND SCIENCE SUPPORT BRANCH

EFFICACY REVIEW -1

ANTDIMICROBIAL DIVISION
IN 06/16/98 ouT 08/21/98
L9268~ [V it 1. S O st

brr e ~K ;4,/;;)

5 ajtmg\;ugﬂs G»u«x}wtg\.

Reviewad by Srinivas_Gowda Date 08/21/98
EPA Reg. No. or File Symbol 69268—RC8%#3-}-}?:Q1/
LAN Code

EPA Petition or EUP Neo. Nene

Date Division Recelved - 05-20-98

Type Product -

MRID No (s) = = -

Product Manager PM 31 (MSwipngell)

PM Team Reviewer Tony Kish

Product Name JﬁQEBﬂGELJﬂHﬂﬂL£KmKEHIE&IE_AL&______&_&__#;__
Compény Name ALPHEN, INC, '
Submission Purpose New Application

Type Formulation Liguid

Active Inaredient (s}): B, -
Hydrogen peroxade..... . R S SO SPEO USROS SRR 7.95

707




EFFICACY AND SCIENCE SUPPORT BRANCH

EFFICACY REVIEW - TII

ANTIMICROBIAL DIVISICN

EPA Reqg. No. or File Symbol 6%268-R

LAN Code

EPA Peﬁition or EUP No. Nopne

Date Division Received _05-20-98

Type Product Non-Food Contact Surface Sanitizer
MRID No (s) , 445320-02, 445320-03, and 445602-03
Product Manager PM 31 (MSwipdell) - ‘

PM Team Reviewer ___Tony Kish

Product Name —__H,ORANGF, SUPER CONCENTRATE 132 = = _
Company Name ALPHEN, INC,




202,0

202.1

202.2

203.0

Recommen . ion
Efficacy Supported by the Data:

The submitted data by the Modified EPA’s Sanitizer Test Method appear adequate
to support effectiveness of the product as a non-food contact surface sanitizer against
Salmonella choleraesuis ATCC 10708, Staphylococeus aureus ATCC 6538, Pseudomonas
aeruginosa ATCC 15442, Klebsiella pneumoniae ATCC 4352, Escherichia coli ATCC
25922, and Streptococcus faecalis 19433 and when used at a concentration of 1450 ppm
hydrogen peroxide on precleaned, hard, non-porous surfaces for a contact time of 5 minutes
at room temperature. However, the final acceptance is pending upon the submission of
additional information/data as indicated under 202 2. :

" Also, the submitted data by the EPA’s Virucidal Test Method appear adequate to
support effectiveness of the product as a virucide against HIV-1{AIDS virus) when tested at
2.710 g. concentrate + 997.3 g of 415.6 ppm synthetic hard water and 2.778 g. concentrate
+997.2 g of 415.6 ppm synthetic hard water dilutions on hard, non-porous surfaces in the
presence of 5% blood serum for a contact time of 5 muinutes at 21°C. However, the final
acceptance is pending upon the submission of additional information/data as indicated under
202 2. . o

Also, the submitted data by the EPA’s Virucidal Test Method appear adequate to
support effectiveness of the product a3 a virucide against Herpés simplex virus Type II
ATCC VR-734 and Influenza A, /Japan/305/57,ATCC VR-100 when tested at a
concentration of S00 ppm hydrogen peroxide (13.885 ml. product + $86.11 1 ml. sterile
deionized water) on precleaned, hard, non-porous surfaces for a contact time of § minutes
at 20°C. However, the final acceptance is pending upon the submission of additional
information/data as indicated under 202.2. '

Additional Data/Information Required to Support Efficacy:
a. Submit raw data of ali three studies.
b. Submit characterization data (identity, strength, burity, and composition of test
substances, lot numbers 97199, 97220, 97227, 168, 181, 97168, 97181, 10003,

10004, 10053, and 10054) to verify if the efficacy data were deveioped at the proper
concentrations.

Labgling: ,
The proposed product name “4,QRANGE, SUPER CONCENTRATE 112" is not

acceptable.  Propose another name.

On the Front Panel.

209




a delete “...1-STEP CLEANER...” because the sanitizing data were not developed
in the presence of 3% blood serum to support one-step sanitizing claim. '

b. "Virucide” claim must be keyed by a symbol to the paragraph listing the tested
viruses. Therefore, change *. . VIRUCIDE..." to ... VIRUCIDE*.. "

c. Change “..HARD SURFACES..” to read “. HARD NON-POROUS
SURFACES.."

On the Right Panei change “1-Step Cleaning and Sanitizing” to read “For Cleaning
and Sanitizing:”, and change .. thoroughly clean the surface, allow to air dry” to read

*...thoroughly clean the surface, then apply same solution to the surface to sanitize, allow to
remain wet for 5 minutes and air dry.”

On the Back Panel change “.. kills $9.99...” to read “ . kills 99.9%..."

On the Back Panel change “.. Herpes 2..." to read “.. Herpes simples Type 2.7




SHALDRA, INC.
4327 REELS MILL RD - FREDERICK, MD 21704-7759
(301) 695-1200  FAX: (301) 695-1409

Tony Kish 09-08-1998
Registration Specialist
Antimicrobial Program Division (7510W)
US Environmental Protection Agency
Crystal Mall 2, Room 266A
1921 Jefferson Davis Hwy
Arlington, VA 22202
Re:Application for Pesticide Registration:
H,Orange, Concentrate 117
EPA File Symbol: 69268-E
Response to EPA verbal request of 09-08-98 for labels
OPP ID # 233334 '

Dear Mr. Kish:

As requested in our discussion regarding the Master Label for the above referenced product, we are providing
the foilowing:

1. Transmittal letter.
2. Application for Pesticide Registration Form (OPP |D #233334).
3 Five (5) copies of the Master Label corrected in accordance with your instructions.

Please let me know directly, if you have additional questions or changes regarding this product. The Sponsor
greatly appreciates your assistance with this project.

! would appreciate it if you would call me as soon as possible regarding the status of this product so that | can
pick up the registration letter as quickly as possible.

Thank you for your assistance with this Application.
CLles ho

Kyle H. Sibinovic, Ph.D.

Agent for Atphen, Inc.

ZAf
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. SUBJECT: PRODUCT CHEMISTRY REVIEW — Antimicrebials bDivision

DP Barcode Reg. No. or File Symbol éigég"
Manufacturing-Use [ ) OR End-Use Product [«7

TO: Marahall SMHM/:"% K';JA,

PM Team No,

"FROM: Anna Skapars, Chemist
Efficacy and Science Support Branch

THRU: Michelle Wingfield, Acting Chief
Efficacy and Science Support Branch

SUMMARY OF INFORMATION REVIFWED AND FINDINGS |
| Frorideof . Chome col ,ca,’emé’% a]z _
@ Aol Lo . clranedd gl
P todis boote M W/ Zoy 7 dgy
d M J&Mf _ ;Z/.xf;

Coee chrlont Ll i o gfmoéﬂ W!/é{’cf’
_,?ﬁ,ceo Wil e ﬂ/.,véa ?/'é Moo/ anf/ &%M
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REQUESTOR NAME:__fana. S ;ﬂ’caqus REQUEST DATE: /.2 1 9%
TEL-:(__}305-333¢4 ORG.: ROOM: MAIL CODE:
{PIV./BR /SEC |

CSF ATTACHED:
YES If CSF is attached complete Item A and the chetical pame in Item B.
] NG If CSF is oot attached complete Htems A through C.

A. INFORMATION REQUIRED:
¥’ Chack Applicadls Crlegary
(] vide PCC and Tolerance Exemption Status For Food.Use Inert Ingredient(s)
Provide PCC for Non-Food Use Inert lugredient (5)
{3 Provide PCC for Active Ingredient(s)
(3 Provide PCC for Dye
(Q Determine il Fragrance is Acceptable for Use in Formulation
(3 Other (Describe):

B. INGREDIENT INFORMATION:

Ingredient No. 1: logredient No. 2:

Chem. Name: Chem. Name:

Trade Name: Trade Name:

CAS Reg. Nou: CAS Reg. No.
Ingredient Na. 3: lugredient No. 4:
Chem. Name: Chem. Name:
Trade Name: Trade Nome:
CAS Reg. No. CAS Reg. No.:

C. PESTICIDE PRODUCT INFORMATION:

EPA Reg. NoJFile Symbol: 6 724 8— £ ProductName: f/ﬁ 0g:g%§,¢-; %ﬁ“ Lo csnte ate
Registraat _A &g len. Fo6d-Use Pestidide: (J YES (4 NO

Percent in Formulation (For Fragrance/Dyes ooly):

; Ingn:dncnlNo b=
PCC:
TOL. STA TS : TOL. STATUS:
OTHER INF.: I . ) OTIEIER INI'L

Ingrcdnul No 3
TOL STATUS
OTK'ERINF
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T -7 RS T - PO.Box 19- Maple—GrdveRoad ST

ST T TR e - Georgetown, IL67846 -~ - L
IR CTe _ T (217) 662-2138° - Bl
' FAX: (217} 662-2268 :

VOLUME 1
. -S'-FUDY TITLE: PRODUCT CHEMISTRY - H,Orange, -Concentrale” 117 -An Qxidizing Multipurpose, 1-

Step Cteane. Degreaser, Sanitizer (Non-Faod Contact Surfaces Virucide, & Deodorizer for Hard
Surfaces: - | .

TEST ARTICLE: HZOrangez Cpncen—lratg 17
o _ _ Revised Sectians per EPA letter 07-22-98 anly, Sections 61-3:and 63-17

DATA REQUIREMENTS: 40 CFR 158 GUIDELINES
AUTHOR: KYLE H, SIBINOVIC, Ph.D., SHALDRA, INC.. for Alphen, Inc.

LABORATORY PROJECT #: Alphen-98-PC-{2

SUBMITTED TO: SUBMITTED 8Y:
Alphen, Inc., & Div. Of DynaChem -~ Shaldra, Inc.
P.O. Box 19 - Maple Grove Road 4327 Reels Mill Road
. Georgetown, IL 61846 Frederick, MD 21704—7759
- - and

Arphen ‘Inc; -a DI\.-‘ Of DynaChem
S - . P.0.Boex 19 - Maple Grove Road
) Georgelown, IL 61846

_-Atlh:'.,'Pba't'r_iek Stewart’

- 77299 o et
‘Date Kyle FP Sibinovic, Ph.D.
Agent for Alphen, inc.




rage is not included in this copy.

PagesZLg ! through :ch? are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert inéredients.

Identity cof product impurities.

Description of the product manufacturiﬁg Dprocess.,
Description of quality control_proéedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label. -

The produc£ confidential statement of formula.
Ipformation about a peqding registration action.
FIFRA registration data.

The document is a duplicate bf page(s)

The document is not responsive to the reguest.
Internal deliberative information.
Attorney-Client work product.

Claimed Confidential by submitter upon submission to the
Agency.

The information not included is generally considered confidential
by product registrants. If you have any questions, please
contact the individual who prepared the responsé to your request.
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FRONT PANEL - ALPHEN 117 MASTER LABEL 03-25-08

{logo}

H,ORANGE, CONCENTRATE 117

OXIDIZING MULTI PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON-
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD SURFACES

ACTIVE INGREDIENTS

Hydrogen peroxide 3.95%
OTHER INGREDIENTS 96.05%
TOTAL ' 100.00 %

KEEP OUT OF REACH OF CHILDREN
CAUTION

PRECAUTIONARY STATEMENTS
SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

EPA Reg. No. 069268-
EPA Est. No.  069268-IL-001

ALPHEN, INC.
MAPLE GROVE ROAD
GEORGETOWN, IL 61846

NET CONTENTS: 1 gallon NET WEIGHT:

LE R} L
This product is not to be used as a terminal sterilanvidisinfectant on any surface or instrument that (1) is infroduced directly into the hurlian
body, either into or in contact with the bloodsiream ar normally sterile areas of the bady, ar (2) contacts intag) rpgeys membrangs, but
which does not ordinarity penetrate the blood bamier or otherwiss enter normally sterile areas of the body. Thas pmduct may be used lo

prectean or decontaminate criical or semi-crilical medical devices prior to sterilization or high level disinfettion. ' e
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LEFT PANEL - ALPHEN 412 MASTER LABEL 03-25-98

PRECAUTIONARY STATEMENTS

CAUTION
HAZARDS TO HUMAN ARD DOMESTIC ANIMALS
— KEEPUUT UF REACH OF CHILUREN —

STATEMENT OF PRACTICAL TREATMENT

In case of CONTALT, Congentrate causes moderate eye irritation, immediately flush eyes or skin with plenty
of water for at least 15 minutes. For eyes, call a physician if irritation persists, Remove and wash
contaminated clothing before reuse. Product, after dilution according to directions, is non-irritating.

if SWALLOWERD, Drink promptly large quantity water. Call a physician immediately, if large amount ingested.

Caution. Concentrate may cause eye irritation. Do not get in eyes. Wear safety glasses or other eye
protection when handiing. Avoid contamination of food. Wash thoroughly after handling. {After product is
diluted in accordance with directions for use, safety glasses or other eye protection are not reguired.)

IN CASE OF SPILL: Clean up immediately. Place teaking container in well ventilated area. To clean up spill,
Aush area with large quantity of waler. Avoid run-off intc storm sewers and gditches leading to natural
walerways.

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F
and 85°F. Overheating in storage may resull in increased degradation of produet, which will decrease product
effectiveness. Keep concentrate away from incompatible materials.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes fresulting from the use
of this product may be disposed of on site or at an approved waste disposal facility.

CONTAINER DISPOSAL: Completely empty container. Qo not reuse emply containers. Leave plastic bag
in origina! box discard in trash, sanitary landfiit or by incineration, or if allowed by State and Local Authorities,
by burning. Y burned stay out of smoke.
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BACK PANEL - ALPHEN 117 MASTER LABEL 03-25-98

DIRECTIONS FOR USE
Itis violation of Federal law to use this product in a manner inconsistent with its labeling.

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus
aureus, Salmonella cholerasesuis, Klebsiella prneumoniae, Pseudomonas aeruingsa, Streptococcus faecalis,
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes
at room terperature (20+/-1°C): Herpes 2 and Influenza Ay\Japan. HIV-1 {(Human Immunodeficiency Virus),
is killed at a concentration of 1 oz per gallon {* part of product plus 127 parts of water) in 5 minutes at room
temperature. However, to insure that all bacterial and viral agents are killed as stated, the higher
concentration of active (10 oz/gallon) should be used.

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of this
product per gallan of deicrized water. Apply solution liberally to pre-cleaned hard suraces, with a spray bottle,
pump up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow
lo air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same
solution, then, treated far sanitizer or virucidal effect.

To use as a sanitizer and virucide in bathrooms: Use above pracedure on sinks, faucets, counters,
unnals, 1onets and all ang coniact surtaces as well as walls, stalls and floors where urine and soils build up.

HiIV-1: Kills HIV-1 {Humen immunodeficiency viurs) on precleaned environmental surfaces/objects previgusly
3omed with blood/body fluids at a concentration of 1 oz / gallon (1 part of Alphen 117 to 127 parts of water),
in 5 minutes at room temperature (20 - 25C) intealth care sefiings or other settings in which there is an
expected likelihood of soiling of inanimate Surfag e/objects with blood or body fluids, and in which the
surfacesfobjects likely to be soiled with blood ar body fluids can be associated with the potential for
transmission of human immunedeficiency virus Type | (HIV-1) (Associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST Hiv-1 (HUMAN
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS: Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye
coverings. Cleaning Procedure: Blood and cther body fluids must be thoroughly cleaned form surfaces and
objects before application of diluted product using the Heavy or Super Duty Cleaning Solution. Contact time:
While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 0z / gallon, with hoth organic load
and when difuted in hard water (up to 400 ppm hardness), use the recommended contact time for sanitization
and virucida! activity as given on this label. Infectious Materials Disposal: Cleaning materiats that may contain
blood and other body fluids should be disposed of by autoclaving or as direcied by the facility safety officier.
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RIGHT PANEL - ALPHEN 117 MASTER LABEL

CLEANING SOLUTION DILUTIONS & APPLICATIONS
(Dilute manually with satellite measuring bottie)

LIGHT DUTY {1 Oz / gallon YGREEN
Slreak free window, mirror and stainless steel cleaning
General floor cleaner for mopping & auto scrubbers
Bonnet cleaning solution for carpets

Light wipe down cleaner

GENERAL PURPOSE (2 Oz / gallon } BLUE
General wipe down cleaner

Mopping solution for Bathroom and Kitchen floors
General carpet spot remover

03-25-98

HEAVY DUTY {10 Oz / gallon ) RED
Bathroarm, shower room, tile & grout cleaner
Urine and garbage odor eliminator
Pre-spray for carpel extraction

General degreaser

Heavy soil wipe down cleaner

Heavy carpet spot remover

Cleans Mold & mildew

SUPERDUTY (24-48 Oz /gallon) PURFLE
Renovaton of tile & grout surfaces
Difficutt urine & garbage odor destruction
Scuff marks and stubborn stains

Cleans heavy mold & mildew

1-Step Cleaning and Sanitizing: Using the apprapriate cleaning solution for the type of surface to be treated,
thorouhly clean the surface, allow to air dry. If needed use additional solution.

Deodorizing

For general deodorizing, use 2 part Alphen 117 fo 126 parts water (2 oz / gallon}. Apply to hard, non-porous
surfaces to eiiminate generally coffensive odors. For effective, high level, deodoerizing, use 10 paris Alphen
147 to 118 (10 oz / gallon) parts water. Apply to hard, non -parous surface thoroughly to eliminate odors due
to spillage from post-colostomy, post-ileostomy dressing and bag changes, and other spills such as urine or
fecal matter; smoke or soot deposits, industrial plant processes, mildew and mold, and surfaces in musty

closets.
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__Fom Apgroved OM3 No. 2070.0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1401 M Street; S\ T . ) = -
WASHINGTQN,-D C.~204§0‘ T o | N

Papozwork REI[UCﬂOﬂACf Nn‘ﬂcﬁ‘ The public ?eportmg burden for tbls coJIec{ fon of mformaﬂan Is eshma‘ﬁed To average 1.25 hours. pér rasponse for mgtstraﬁon
and 0.25 hours per responsh for reragistration and special review activitias, Inciuding time for raading the ihstrisctions and complating tha necegsany forms. Send -
comments regarding burden estimate or any other aspect of thi§ collsttion of information, including suggesﬂons far raducing the burden to: D::edor OPPE
Infarmativn Mansgentant:Diviske (2137), U.S. Enwmnmental Prolecuun Agency 401 M Streq!. S i, Wa&hmgton DC 20460. ) _ - .

Co niof $end the complpted form i this dddress.  ~. . o2

[ Ceﬂiﬂcation-_with Resﬁect to Cltatidn'dfoita'- A oo .

AppllcanrsJReglsb‘ants Name, Address, and Teléphong Number George tg‘i‘ﬁ 5“’ | EPA Registration Numbar!Fnle Symbal
Alphen, inc.,Div.--Gf Dynachem, P.0. Bgx19-Maple Grove Rd. 301-695-1200-] 69268-£
Active Ingredient{s} andfor represemamre tcst cnmgound(s) Qate- _ —

Hydrogen Peroxide i . _ 07-29- 98 _‘ - =
General Use Pattern(s) {fist afl those E:'.aim‘ed fof this producl using 40 CFR Pan 158} pmduc‘ N {: 117
1 Step degreaser, sanitizer,virucide _and depdorizer for hard surfaces HgUrangeg Oncentrate

NOTE: If your product is a 100% repa..kagmg of another purchased EPA-registered preduct labeled-for all the same uses on your label, you do not need o
submit this form. You must submit the Foimulator's Exemption Slatement {EPA Form 8570-27).

r iam raspondlng toa Data-CaII In Notice, and have included with this farm a sl of compames sent affers of oompensahon {the Data Matrix lorm should
be used for this purpose).

SECTION ): METHOD OF DATA SUPPORT (Check one meihod anly)

{ am using the cite-all method of support, and have included with 1his form | am using the selective method of support {ar cite-all oplioh

a list of companies senl offers of compgnsation {the Data Malrix form [l under the selective method), and have included with this fom 2
should ba used for this purpose}. complated list of dala requirements (the Data Matrix form musl bg
- used).

SECTION Il: GENERAL QFFER TO PAY

[Reguirad if using the cite-afl method or when using the cite-all option undgr the seleclive method to satisfy one or mare dats requiremenis]

E ! hereby offer and agree to pay compensation, 1o other persons, with regard to the approval of this application, to the extent required by FIFRA.

-

" SECTION IlI: CERTIFICATION

i certify that this application for reglstra.lon ‘this form for reregisiration, or this Data-Call!n response ks supponed by. al data submitted or cited in Lhe
application for reglstmhcn ~tha farm for reregistration, or the Data-Catkln response. In aadition, if fhe cite:all aplion.or cite-all optich’ under the selactive metnad is
indicated In Section I, this application 's sipported.by alf data in the Agency’s files that (1) concern Lhe properies or effects of Uils groduct or an identizal or
substantially simitar product, or one or more of the ingredients in this product and (2)is a lype of data that would be required to besubmitted under the dala
requirements in effect o the date of approval of his application i the application sought the initial regns[ratlan of a protuct of identical or sitmilar compasition and

uses .

1 eertity that for each excluslve use study cited in support of this regisiration or reregistrahon lhat I am lhE woriginal data submiifer or that | have cbtained
the wnren permlssmn of :he ongrnaLdata submrtter to cite that study.

| certify that for ear.h study c:ted in support of this registration or reregisiration that fs not an exduswe use sludy either: {a} } am the original data
submitter, {b) | have obtzined ihe permission of the original data subsmitter to use the study in support of this application; {¢) all periods of eligibility for
compensation have expired for the study; (d) tha™study is in the publc Herature; or (e} | have notified in writing the comparny that submitted the study-and have
offered {I) Lo pay compensation to iha extent required by seclions 3{c)(1XF) endfor 3(:)(2)(8) of FIFRA and (‘ i} to commence nagollatlons toaetem-he the
"ameunt and terrns o?eorppcnsat:on, if any, to be  patd for the-use of the study . . . ) L s - - .

- T— - saave [ -

| certll‘y that in afl instances where an offer of- wmpemahcn is requm;d copies of al uﬂ’e:s 1o pay compensation. afd e\ﬂdeme of thgir delqerym i

aacnrd-ama with sections 3{c)(1{F) andior J(c¥Z)BY of FIERA are available and.will be submitted to the Agency upon req ugsﬁ .310ukd 1 fairto produce slch . .

evidenze to the Agency upc.n recueast, I understapd tiat the-Agency may nifiate action to deny, cance! or suspend the regi of«my ‘produet in thnformity with
FIFRA o ..
R ot - T R ".tt.n . .-oc.___' ~
) T I cortify that the statemen& r ﬁave made-on thls lom: and al: aﬂachmenta to it are-true, accurata .and cmﬂute-‘tacknowledge that: any o
H 'snnMrlgly faIso or mlslnadlng staternenl.mag;hapunlshablaby ﬂne or Imprlsonmenl or both under appl:caﬁ!e faw. = o e e T o o
N . . . .-'--‘—?'-’_‘z-—"-._o:c;. - .
Slgnature {j ‘ﬁ._/yu / Z; _' o B _' | Daie ’ Typed or Prlnled Name and Tma- M . P
/W ' 07.29-98 | Kyle H S1hmcv1c, PhD Xgent
el

EPA F_Orm 8570-34 [3:97) Electronic and Paper versions availzble. Submit only Paper version. - . - .- o
. ’ - 4 7 ; ?
Lt
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_ * Foms Appraved OMB 5/ 2070:0050 |
{\&j ’ . UNITED STATES ENVIRONMENTAL PROTECTION AGENCY N 'f';l\l .
pory ' 401 M Streat, S.W. : v

. o WASHINGTON, D.C. 20460

e

Paparwork Reduction Act Netice: The public reporting burden far (hls collaction of Informatien fs estimaled 1o average 0,25 hours per raspanso far registration aclivilics and 9,25 bourd per re
rerefistration and special review sctivitias, including lime for reading he Instructions and compieting the necessory ferms, Sand commants regarding the burden asttmata o eny

infarmation, including suggestions for raducing the burden to: Director, OPPE Infarmation Management Division {2137), U.S. Environmenlal Proleclion Agency, 401 M Sireet, B.'.W... _a'ghﬁfzgien_.'
. v

oI

send tho form to this addrss.

[ -{‘l.".';' T
_ mpmtdmhﬁ%hha? .«
6. D8 po

DATA MATRIX .
T . ' o oa
Date : 07-29-98§ J‘ R EPA Reg _NC‘IJFIJG Symbot BGZHR-F - 'E." ”.:_"
—— - - — T AP
ApplicantsRegisirant's Name & Addres i Produel M» Orangey Concentrate 'I17r. rese.e
Atphen Tnc., A.Div. of Dynachem T
P.0. Box 19- Maple Grove Road, Georgetewn, IL 61846 .
Ingrediant Hydrogen Peroxide I : .
Guidéline Roferenca Number Guideline Study Narie #RID Number Submitler Statug , ! :fﬂﬂl,?i_ il ol
L L - Lot IRPUrahgaz Suge'
1 188,20 61-1 tp 3 Product Chemiktry 44532001 Alphen, Ing Lol _"lfoncentrate 112
B gl T PN N '
158.20 62-1 to 3 Product Chemistry 44532001 Rlphen, +nc - f ovin .k ' é-gﬁ_ﬁﬁl-.fl.. .
- - X - 3 .-(- B I.Li'-l..-‘j N
1588.20 B3-2 bp 21 Broduce [heqbstry 44532001 slpnen, l0g, akn ,.ggéG%.R
158-135 81-1 to 6 Toxicolagy ' 44532004 BEL Criteria Document PL |
- . LN ' [N
158.20 Efficacy AQAC Sanitizer Test 44532002 Alphen, Inc. onn, ©_169268-R :
o | fﬁff".
158.20 Efficacy HIV Yirucidal Test 44532003 Alphen, Inc. ___jown 63268:-R :
.t B v ; T \
158.20 £fficacy Yirucidal £ffectivenesy 44560101 Alphen, Int. 1} own N 3 TR
. : . ——— - - .-‘:-. .: I_rﬁ. T ':l, —
138.20 61-1 to'3' | Product Chemistry 44582301 ‘1 Alphen, lnc. own - |69REEUE" -
™ . b,
158.20 62-1 to 3 -Product Chemistry 44582301 Alphen , Lnc. owh 69%58f5
1 N TR
158.20 63-2 to 21 " | Product Chemistry 4458230) Alphen, Ing: gwi ' . iL63P6B-E
T { - N PR T nehl X
‘ - .,'| .:l A W }'1 e ’lh . I_, .
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Name and.TiMe ;

Kyle H! Sibinovic, Pn.D., Agent

EPA Form B8570-35 {8.97) Electronic and Paper werslon§ avallah!e. Submit only Paper version.
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{
j : SHALDRA, INC.
- 4327 REELS MILL RD - FREDERICK, MD 21704-7759
: {301) 695.7200 FAX: (301) 655-1409
] FPam Hasty
Registration Specialist
: Antimicrobral Program Division (7510W) -
US Environmental Protection Agency :
Crystal Mall 2, Room 266A B s
1921 Jefferson Davis Hwy _ S :
Arlington, VA 22202 ) . Re:Application for Pesticide Registration:
H,Orange, Concentrate 117 .-
: _ L _ EPAFile Symbal: 69268-£ i e
i T .77 T Response to EPA fetter of 07-22-98 ) LT T
St L L OPPID # 233313 S
i "T- . 07-28-1998
i Dear Ms Hasty: i
\ [ - - -
! As suggested by Mr. Kish, this letter is directed o you rather than Mr. Swindell as he is away and you are
; listed as the assigned contact person. ‘In response to that letter of 07-22-98 we &re providing the following:
1, Transmittal letter. ' S
2 Application for Peslicide Registration Form (CPP 1D #233313).
3. Copy of the CSF corrected to indicate the proper name of the product and of thm
as wel! as the verified pounds per gallon of this product. Thera are no other changes in the B
4. Required Certification with Respect to Citation of Data using the new form. ’
5. Required data malrix using the new forms, since the active ingredient is frorn an unregisiered scurce.
B
7

Copy of letter from Patrick Stewarl explaining the origins of the name of the products.
Three copias of Volume 1 - Preduct Chemistry - H,Qrange, Concentrate 117 -An Oxidizing
Multipurpose, 1-Step Cleaner, Degreaser, Sanitizer {Mon-Foog Contact Surfaces, Virucide, &
Deodorizer for Hard Surfaces - Revised Seclions per EPA letter 07-22-98 only, Sections 61-3, and
63-17.

8. Five copies of the label with the name adjusted to be identical to the name of the product on the CSF.

ssured b that they will send the needed data qu
© you by togay al the iatest.” The toxicology and efficacy MRIDs a

ave just had the reviews completed under EPA File Symbol 69268-R. Mr. Tony Kish of your secticn is the
Registration Specialist assigned the product H,Qrange, Super Concentrate 112,

Please let me know directly if you have additibnal questions regarding this product. This is the second of the
peroxide products manufactured by Alphen, Iic:, and.we have been working with the assistance of Dennis
Edwards and Marshalt Swindell o get them registered at this time as sanitizers, virucides as well as cleaners.

Alphen is a very small company and is very anxious to have the registration of the products finalized by early

August sc that they can introduce them at the Fall meeting of the National group that sponsors these types

of products. Any assistance that you can give us would be greatly appreciated.

LAuaLlueal) [enuaplyuod 0] PaIud ag Aew Uoirew.ojul JuaIpaIBbul sy

1 would appreciaie it if you would call me as soon as the Agency has completed review of this submission so
: ' that | can arrange to pick up the response. Your letter dated the 22nd of July took a8 week to travet-fo
Frederick and the Sponsor would rather that time be spent on clearing up any problems. 7

o Thank you for yo'ur. assistance with this Apﬂﬁéa’tign.—l
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Sincerely yours,

= 2 “kyle'H. Sibifovie, PhD.

7T, - - Agent for Alphien, nc.
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Riphen
Division of DynaChem, inc.
Memo =
Y . Kyle Sibinovic, Ph.D.

From: Palrick Stewart _ :
. Date: 07/28/98 S
Re:  H;Orange, trade name

We “coined !hbis product name in early 1997 and have been using it on our product labels, literature and
trade advertising since that ime, We have applied for trademark on both the name and the name with
our logo.-To my knowledge we have never had any comment conceming confusion as a result of the
product name.

Thanks
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U.S. ENVIRONMENTAL PROTECTICN AGENCY
Office of Pesticide Programs

ALPHEN, INC.
P.O. BOX 19
GEORGETOWN, IL 61846

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your: transmittal of 07/30/9%8. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

We are unable to accept your data submittal for further
processing and review, because of the significant
deficiencies noted below. It is being returned to you
for correction. If deficiencies were found which apply
to your overall submission, they are described
immediately following this paragraph. If problems are
found with individual studies, they are described below
linked to the study identifier found on the enclosed
copy of your bibliography.

Rejected study [01] :

* When data confidentiality is claimed under FIFRA
Section 10 (d) (1) (A), (B), or (C), all confidential
information must be excised from the body of the study
and placed in a Confidential Attachment. See pages 8
and 15 of PR Notice 86~5.

75
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SHALDRA, INC.
4327 REELS MILL RD - FREDERICK, MD 21704-7759 e
(301) 695-1200 FAX: (301) 695-1409 “ot
Pam Hasty . s « .
Registration Specialist eseeee Teetet
Anlimicrobial Program Division {7510W) “es ense
US Environmental Protection Agency csees  Tesed®
Crystal Mall 2, Roorn 266A vosee .
1921 Jefferson Davis Hwy L
Arlington, VA 22202 Re:Application for Paslicide Registration: e
H,Orange, Concentrate 117 o '’
EPA File Symbol: 69268-E =

Response to EPA letier of 07-22-98
OPP ID # 233313
07-29-1998

Dear Ms Hasty:

As suggested by Mr. Kish, this letter is directed to you rather than Mr. Swindell as he is away and you are
listed as the assigned contact person. In respense to that letter of 07-22-98 we are providing the following:

1. Transmittai letter.

2. Application for Pesticide Registration Form (OPP 1D #233313).

3. Copy of the CSF corrected to indicate the proper name of the product and of lhe—
as well as the verified pounds per gallon of this product. There are no other changes in the CSF.

Required Certification with Respect to Citation of Data using the new form.

Required data matrix using the naw forms, since tha active ingredient is from an unregistered source.
Copy of letter from Patrick Stewart explaining the arigins of the name of the products.

Three copies of Volume 1 - Product Chemistry - H,Orange, Concentrate 117 -An Oxidizing

o

7.
Muitipurpose, 1-Step Cleaner, Degreager, Sanitizer (Non-Food Contaet Surfaces, Virucide, &
RST(@)) purp p g {

Deodorizer for Hard Surfaces - Revised Seclions par EPA letter 07-22-28 only, Sections 61-3, and
63-17.

8. Five copies of the label with the name adjusted to be identical to the name of the product on the CSF.

ssured b that thay will send the needed data fo
o you by today at the latest. The toxicology and efficacy MRIDs are either under reviéw or

ave just had the reviews completed under EPA File Symbol 69268-R:- Mr. Tony Kish of your section is the
Registration Specialist assigned the product H,Orange, Super Concentrate 112.

Please let me know directly if you have additional questions regarding this product, This is the second of the
peroxide products manufactured by Alphen, Inc., and we have been working with the assistance of Dennis
Edwards and Marshall Swindell fo get them registered at this time as sanitizers, virucides as well as cleaners,
Alphen is a very small company and is very anxious to have the registration of the products finalized by early
August so that they can introduce them at the Fall mesting of the Nationa! group that sponsors these types
of preducts, Any assistance that you can give us would be greatly appreciated.

| would appreciate it if you would call me as scon as the Agency has completed review of this submission so
that | can arrange to pick up the response. Yaur letter dated the 22nd of July took a week to fravel to
Frederick and the Sponsor would rather that time be spent on clearing up any problems.

Thank you for your assistance with this Application,

Sincerely yours,

. Lol ar V5
Kyle H. Sibinovic, Ph.D.

Agent for Alphen, Inc.

*Inert ingredient information may be entitled to confidential treatment* 7

*Product ingredient source information may be entitled to confidential treatment*
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" UNITED STATES ENVIRONMENTAL PROTECTION AGENCY : L ﬂ

JUL 2 2 1008 |

Alphen

Drvision of Dynachem

P.O. Box {9 - Maple Grove Road
Georgetown, IL. 61846 '

% © Attention: Kyle H. Sibinovic, Ph D
Agent for Alphen

Subject: H2Orange2 Super Concentrate 117
EPA File Symbol No. 69268-E
Your Application Dated June 11, 1998

The application referred to above, submitted in '_c'qnnection with registration under the F ederal
Insecticide, Fungicide, and Rodenticide Act, as amended, is unacceptable.

The Confidential Statement of Formula datéd April 6, 1998 is in compliance with PR Notice:
91-2, it agrees with the label and the CSF would be acceptable when all mert mgredients are
verified.

@ The following imformation should be provided:

2 complete chemical composition of
including the chemical name, CAS
eg. No. and the percentage of each component'in each product.

2. Please note that based on the Confidential Statqrﬁe_ht of Formula, the label ingredient
statement should declare 3.95% of Hydrogen Peroxide. '

Lluswieal) [enuapyuod 01 papnus aq Aew uolrewlojul Jusipaibul Laul,

3. Please verify the dehsity or pouhds_'per gallon for t}ﬁs_'préduct.
4. The label may have only one product name and it must be. the same name as n the P
Confidentia! Statement ofFonnula S S E Z% 7

bl

The product name “H20range2 Super C¢ Ccncentrate 11?“ is mlsleadmg Pleg_se clarify_ it
“H?ﬂmnﬁp? i the product oa pﬁONCUMEHCES'- e _ .
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_ T e o o GFFICIAL FILE COPY
EPA Fom 1326-1A (1780 Lo . _
(120} Printed on Recycled Paper s, severnnas roting Oficw 1992 ~ an _




2.

The submitted product chemistry data in MRID No. 445823-01 for Guideline Ref. No’s. 61
and 62 are in compliance with 40 CFR Part 158.155 - 158.180 and the product chemistry data for
Guideline Series 63. :

7. For Guideline Ref. No. 63-17, storage and stability, please submit results of 10 months
study.

8. Please note that Guideline Ref. No. 61-3 is the discussion of formation of impurities, it is
not the discusston of an active ingredient.

9. Please note that you do not qualify for the Formulator’s Exemption because you are
using an unregistered source of active ingredient.

' 10. Piease note that your Certification with Respect to Citation of Data form is incorrect,
option 2 1s not applicable since Hydrogen Peroxide is not a new chemical or has
exclusive data rights. Also note that under option 3 you neglected to choose a method
of support (i.e., Cite-All or Selective). '

11. Please indicate if the identified toxicology and efficacy MRIDs have been reviewed and
under which registration number they were submitted.

The Agency reserves a full label review until the abovementioned deficiencies are addressed.

This letter does not constitute registration and the product may not be lawfully marketed until
the required information has been submitted for review and found acceptable.

, . If you have any questions cor:cerming this letter, please contact Pam Hasty at (703) 308-7933.

Sincerely,

774
Marshall Swindell
Product Manager 33
Regulatory Management Branch I
Antimicrobial Division (7510W)




l T

SHALDRA, INC. 445823-00| .

4327 REELS MILL RD

- FREDERICK, MD 21704-7759 ’
{301) 695-1200 .t
FAX: {161) 6951409 £ o=
Marshall Swindet P
Product Manager 33 B
Antimicrobial Progrzm Devigian (7510W) . : : . :.

US Environments| ~rotecion Agency
Crystal Mall 2, Room 2604
1921 Jefferson Davis Huwy

Arlingtan, VA 22202 Re:Application for Pesticide Registration: H;ORANGE,

SUPER CONCENTRATE 117
ZPA File Symbol: 6§9268- £
OPP ID # 233327

06-11-1908

Enclosed please find the inllowing information for the zbove refzrenced product:

1. Transmittz! ledz:,
2. Agplicatica jor Fzsicide Registration - OPP 1D & 233727,
3. Administrzive irfarmaticn including the CSF, Formulzizors exemplion, Cerificalion with Respect to the Cilation
- of Data, 271 Maix,
4, Three (3) ¢copies of the tollowing:
S Velume - Swdy Tits: Product Chemistr: - HyOange, Super Concentrzte 117 - An oxidizing
58230 1 muhipooose. 1-step cleaner, degreagser, saniizer (non-food contact surfaces, virucide & deodfarizer
icr harz zurzaces. {Alpnen £88-PC-02)
3 Five {3) cooies «f e Propased fLiasier Label.

This is the second ¢! 2 sen== of proZucts that Alphen, Inc, has mzerketed as cleaners/degreasers for a number of years.
Tesling submitted with tezi; preduct H,Orange; Super Concentr=ie 112 (EPA File Symbol 63268-R) is {o be used in the
evaluation of this produst 25 well a5 the use dilution for this product results in the same concentrations of active
ingredients. Itis thz aim oi the sponsor io have each proguct registered as non-food contact surface sanitizers, and
virucides as well.

=S izr dnis submissian ihat were assignas 1o the first product, EPA File Symbol 69268-R iire:

™ 1L

The reference MRIS

44532001 - Product Chemistry 44532002 - AQAC Sanitizer Test Report
44532003 - HIV Virucidal Test Report 44532004 - Hydrogen peroxide OEL Criteria Document
44580101 - Virszida) Effectiveness Test Report :

The products use hydrocen peroxide as the active ingredien: and as a part of the inilial submission, the Sponsor
included the ECETOC Sp=czl Report No. 10 on hydrogen peroxide in place of the acute toxicology and other penrtinent
information to assis: in the registration process for this produc:. The associated MRID# is as given above.

The Sponsor hopes thas the problems encountered with the frst submission have now been solved and that both
submissions will he consicered for rapid approval of their Applications for Pesticide Registration.

lif you have queslicns, pt=zse coract me at the above nurmbers. Thank you for your assistance with this Application.

Sincerely yours, - ;

)
Kyle H. Sibinovic, Fh.D.
Agent far Alphen, inc.

e .
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TN 25 1999
U.S5. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

ALPHEN, INC.

C/0 SHALDRA, INC.

4327 REELS MILL RD
FREDERICK, MD 217047759

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 06/15/98. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your kibliography is enclosed,
annotated with Master Record ID’s {MRIDs} assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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SHALDRA, INC. 4a45823-0 o! .
4327 REELS MILL RD PP
FREDERICK, MD 21704-7759 .

{301) 695-1200 et

FAX: (301) 695-1409 ¢ -
Marshall Swindell < "t

Produci Manager 33 s
Antimicrobial Program Division (7510W) . : : . : .

US £nvironmental Prolection Agency
Crystal Mall 2, Room 266A

1921 Jefterson Davis Hwy
Artinglon, VA 22202 ' Re:Application for Pesticide Registration: HORANGE,

SUPER CONCENTRATE 117
EPA File Symbol: 69268- £
OPP ID # 233327

06-11-1998

Daaor M Swindalh

Enciosed please find the foilowing infermation for the above referenced product:

1. Transmitlal leller.

2. Application for Pesticide Registration - OPP 1D # 233327.

3. Administrative information including the CSF, Formulators exernption, Certification with Respect to the Citation
of Data, and tatrix.

4, Three {3) copies of the foliowing:

Volume 1 - Study Title: Product Chemistry - H,0znge, Super Concentrate 117 - An axidizing

g4 4% 8230 1 mutipurpose, 1-step cleaner, degreaser. sanilizer {non-food contact surfaces, virucide & deadorizer

for harg surfaces. (Alphen 98-PC-02)
5. Five (5) copies of the Proposed Master Label.

This is the second of a series of products that Alphen, In¢, has marketed as cleaners/degreasers far a number of years.
Testing submitted with their product H,Orange, Super Concentrate 112 {(EPA File Symbol 69268-R) is to be used in the
evaluation of this product as well as the use dilution for this producl results in the same concentiations of aclive
ingredients. Itis the aim of the sponsor to have each product registered as non-food contact surface sanitizers, and
virucides as well.

The reference MRID #S for this submission that were assigned to the first product, EPA File Symboi 69288-R are:

44532001 - Product Chemistry 44532002 - AOAC Sanitizer Test Repaort
44532003 - HIV Virucidal Test Report 44532004 - Hydrogen peroxide OEL_ Criterfa Documerit
44560101 - Virucidal Effectiveness Test Report

The products use hydrogen peroxide as the aclive ingredient and as z part of the iniiial‘submiSSiOn, the Sponsor
included the ECETOC Special Report No. 10 en hydrogen peraxide in place of the acute toxicology and ather perinent
information lo assist in the redisiration process for this product. The associated MRID# is as given above,

The Sponsor hopes that the problems encountered with the first submission have now been solved and ihat both
submissions will be considered for rapid approval of their Applications for Pesticide Registration.

lif you have gquestions, please contact me at the above numbers. Thank you for your assistance with this Application.

Smcerely yours,

Kyle H. Sibinovic, Ph.D.
Agent for Alphen, Inc.




SUBJECT: PRODUCT CHEMISTRY REVIEW - Antimicrobials Division

DP Barcode I475 /5 Reg. No. or File Symbol L£%Z2¢g- &

Manufacturing-Use [ ] OR End-Usa Product (7]

To: Mandhell Suipl (Rl Haily

FM Team No.

FROM: Anna Skapars, Chemist
Efficacy and Science Support Branch

THRU: Michelle Wingfield, Acting Chief
Efficacy and Science Support Branch
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pnongcz cgnnrérnx REVIEW

END-USE rnonucr rv/’nxnurncrunruc~u B Pnooucr L1
BEPA Reg. No. (or Pilo symbol Nb ) _bFA6T-- ££ ‘

' Regiétration [/{,: | o L g ' Reragistraﬁion {1

_:D 5. Case No.:
. . 2 TS ' : R
_ Dp Barccde/c_hemist: _ﬁfmrz_, 25;‘('0700/24

uo .-_i),

2 e '
;1.-'Product Name 5k4u%?L;_ Jﬂ%f&&. ﬁbnc¢ﬂ21422{; //7
?.  Company ’ _
3. Type of. Subm1551on. New [V/’ Resubmission ( i_-Amenqment;E ]'.f

"ME-TOO™ [ .} .  Alternate Formulation [ ] "REPACK [ ]
. Expt Use Permit { ] Other (Specify) R e

¢, co NTI ' oF PO
- 4a. Type of formulation and sodrce-registration

. Nonalntegrated formulation system. DR
* Are all TGAIs used reqlsterad * yes [ ] * no [

1
]
. Integrated formulatzon system - o [V{/"

-« If. “HE-TOO” speclfy EPA Req No. of exzstlnq
product

4b. _CIearance of inerts for non-foad or food usa"
- Cleared for food use under 40CFR§180.1001:
.~ Yas [ ] rno [ ]. Ifyes: e+ c[ ] +~d[ ] + e
Cleared for non-food use: - s yes [/fl'. * TI0

e
—

4c. Physical stﬁte of broducé: déi$A4&bZ-

4d.  The chemical IDs, analytical information (including
that for the TGAls), dens;ty, pH, and flammabllxty are
congsistent with that given in GRN 61, 62, and 63-7,
63-12, and 63-15, respectively. yes [/] <« no [ ]

s




3
de. Density (or bulk density for solids): at -¢. 533 “ﬁi§¢£z
4f. ©pH (if dissolved or'dioperseo in water): 3.4
4g. Flash point and/or fiome extension: > BV'F
4n. NCs and_CLs_a:e'aooeptabie:_ . [/i_- not_ocoeptablof[ 1
'4i.. Active ingredient(s) .- .- °  _TNC.- LCL UCL
. A Hgmgm,?%ox;o&, L 7 3.96% 3.93% 4.07%
-c.
.D..- -
4j.' For- products produced by an zntegrated formulatlon
- system: : _
+ All 1mpur1t1es of toxicolog1ca1 significance have
" an UCL:. - yes (] - no [ ] - not applicable [//
» - All imporitios > 0.1% in the product have beén
identified:« yes [ ] - no [ ] -+ hot appllcable (X
5. PRODUCT LABEL
5a. The active 1ngred1ents statement (chemloal IDs and N
NCs) is con31stant thh tha CSF + yes [vf +ne { ]
Sb. The formulation contains’ one of the followinq o
: _+ 10% or more of a petroleunm . S T
o distillate:. ' e yes [ 1 +-ne (1)
+"1% or mora of methyl aloohol' s yes [ ]« no [~] -
» godium nitrite at any level: =yes [']. *'no [jj
+ & toxic List 1 inert at any level:. yes [ ] - no-[/]
. arsenzc in any form: . = + yes [ ] o no {7
Sc.  If yes to any of the above, does the inert anredlonts
' statement contains a footnote lndlcatlng this
" e yes [.) . s mo [.] + nat applloable &/]
5d. The approprxate warning statement regarding

flammability or explosive characteristics of the
product are given on the label:
- yes [V »no [ ] - not applxcable [ 1

,
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‘Se. 'The-storage and disposal instructions for the pesticide’

.and container are in compliance with PR Notice 84-1 for
household use products ar PR Notice 83-3 for. all other -
uses: - yes [+ w1 - +ne.J ]

'vsf. Does the product requzre an expiration date at which

) time the NC falls below the LCL (based on the one year
" storage 'stability data or other information}:

Yes (. . -+ no [.fl
6. PRODUCT MISTRY RN 6 é” | E ) -
' Mu_;mmmw ‘Acce o lMrID A
Information - Information | No. - _
61-1" chemlcal ID (see Appendix}' . N 44££zgv05
'61 -2a Manufacturlng ‘Process? N ' A ; ‘ 445923 -0/
61-2b Formulation Mothod3 4 . FUSERT - Of
'61-3. Discussion of Impur;tles _ . | h
62-1' Analysxs '{} : 445?&3%/_
62~2 ' Certified Limits® - SRR 4 - CSE
62-3 Analytical Method for AIs’ \ oA Qgﬁ%w;b/
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Pages ZLQ 49 through Zz;grtjére not included in this copy.

The material not included contains the following type of
information: ‘

Identitf of product inert ingredients.

Identity of product impurities.

Description of the product manufacﬁuring process.
Description of guality control proéedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label, -

The product confidential statement of formula.

Information about a pending registration action.
Li:::/;;;:A registration data. _ :
| The document is a duplicate of page(s)
The docuﬁent is not responsive to the reguest.
Internal deliberative information. |

Attorney-Client work product,.

Claimed Confidential by submitter upon submission to the
Agency.

. The information not included is generally considered confidential
by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.
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FRONT PANE). - ALPHEN 117 MASTER LABEL 03-25-98

{logo)

H,ORANGE, CONCENTRATE 117

OXIDIZING MULTI PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON-
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD SURFACES

ACTIVE INGREDIENTS

Hydrogen peroxide 3.98%
OTHER INGREDIENTS 96.02%
TOTAL 100.00 %

KEEP OUT OF REACH OF CHILDREN
CAUTION

PRECAUTIONARY STATEMENTS

SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

EPA Reg. No. 069268- £
EPA Est. No. 069268-1L-001

ALPHEN, INC.
MAPLE GROVE ROAD
GEORGETOWN, IL 61846

" NET CONTENTS: 1 gallon NET WEIGHT:

This product is not to be used as a terminal sterifant/disinfectant on any surface or instrument that (1) is introduced diret':'tfﬁi?.m the
human body, either into or in contact with the bloodsiream or normally sterile areas of ihe body, ar (2) contacts intde mueous
membranes, but which does nol ordinarly penetrate the blood bamier or otherwise enter normally sterife areas of the body. This*product
may be used io preclean or decontaminate critical or semi-crtical medical devices prior to stedilization or high level disigfgt.:t‘ila.né
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LEFT PANEL - ALPHEN 112 MASTER LABEL 03-25-98

PRECAUTIONARY STATEMENTS

CAUTION
HAZARDS TO HUMAN AND DOMESTIC ANIMALS
KEEP OQUT OF REACH OF CHILDREN

STATEMENT OF PRACTICAL TREATMENT

in case of CONTACT, Concentrate causes moderate eye imtation, immediately flush eyes or skin with plenty
of water for at least 15 minutes. For eyes, call a physician if irritation persists. Remove and wash
contaminated clothing before reuse. Product, after dilution according to directions, is non-irritating.

If SWALLOWED, Drink promptly large quantity water. Call a physician immediately, if large amount ingested.

Caution. Concentrate may cause eye iritation. Do not get in eyes. Wear safety glasses or other eye
protection when handling. Avoid contamination of foed. Wash thoroughly after handling. (After productis
diluted in accordance with directions for use, safety glasses or other eye protection are not required.)

IN CASE OF SPILL: Clean upimmediately. Place leaking container in well ventilated area. To clean up spill,
flush area with large quantity of water. Avocid run-off into storm sewers and ditches leading to natural
waterways. :

STORAGE: Do not contaminate water, food, and ¢r feed by storage. Avoid freezing conditions. Avoid high
temperalures. Do not exceed storage temperaiures of 95°F. Best storage temperatures are between 35°F
and 85°F. Overheating in storage may sesult in increased degradation of product, which will decrease product
effectiveness. Keep concentrate away from incompatible materials.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes fresulting from the use
of this product may be disposed of on site or at an approved waste disposal facility.

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Leave plastic bag
in origina} box discard in trash, sanitary tandfill or by incineraticn, or if allowed by State and Local Authorities,
by burning. If burned stay out of smoke.




BACK PANEL - ALPHEMN 117 MASTER LABEL 03-25-98

DIRECTIONS FOR USE
It is violation of Federal law to use this product in a manner inconsistent with its labeling.

Alphen 117, when used as directed as a sanitizer, kills 93.99% or more of the following: Staphylococcus
aureus, Salmonelia choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptocaccus faecalis,
and Escherichia colfi. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes

at room temperature (20+/-1°C). Herpes 2 and Influenza AJapan. Hiv-1 {Human Immunodeficiency Virus),

is killed at a concentralion of 1 oz per gallon {1 part of product plus 127 paris of water) in 5§ minutes at rgom
temperature. However, lo insure that all bacterial and viral agents are killed as stated, the higher
concentration of active (10 oz/galion) should be used.

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of this
product per gallen of deionized water. Apply solution liberally to pre-cleaned hard surfaces, with a spray hottle,
pump up pressure sprayer, cloth, sponge or mop. Altow surface to remain wet for 5 minutes, then, either allow
to air dry or wipe dry to remove excess liquid, Heavily solled surfaces shou!d be pre-cleaned with the same
solution, then, treated for sanitizer or virucidal effect,

To use as a sanjtizer and virucide in bathrooms: Use above procedure on sinks, faucets, counters,
urinals, toilets and all hand contact surfaces as weli as walls, stalls and floors where urine and soils build up.

HiV-1: Kills HIV-1 (Humen immunodeficiency viurs) on precleaned environmental surfaces/objects previously
soiled with blood/body fluids at a concentration of 1 .0z / galion (1 part of Alphen 117 to 127 parts of water),
in 5 minutes at room temperature {20 - 25C) in(health care se!ti@r other settings in which there is an
expected likelihood of soiling of inanimate surface jectﬁ‘w‘irh‘b'lﬁod or body fluids, and in which the
surfaces/objects likely to be soied with blood or body fluids can be associated with the potential for
transmission of human immunodeficiency virus Type | (HIV-1) (Associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS: Personal Pratection: Wear appropriate banier protection such as latex gloves, gowns, masks or eye
coverings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and
objects before application of dituted product using the Heavy or Super Duty Cleaning Solution. Contact time:
While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz / gallon, with both organic load
and when diluted in hard water {up to 400 ppm hardness), use the recommended contact time for sanitization
and virucidal activity as given on this label. Infectious Materials Disposal: Cleaning materials that may contain
blood and other body fluids should be dispased of by autoclaving or as directed by the facility safety officter.
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RIGHT PANEL - ALPHEN 117 MASTER LABEL

CLEANING SOLUTION DILUTIONS & APPLICATIONS
(Dilute manually with satellite measuring bottie)

LIGHT DUTY (1 Oz / gallon YJGREEN

Streak free window, mirror and stainless steel cleaning
General floor cieaner for mopping & auto scrubbers
Bonnet cleaning solution for carpets

Light wipe down cleaner

GENERAL PURPOSE (2 Oz [ gallon ) BLUE
General wipe down cleaner

Mogpping solution for Bathroom and Kitchen floors
General carpet spot remover

03-2598

HEAVY BDUTY (10 Qz / gailon ) RED

Bathroom, shower room, tile & grout cleaner
Urine and garbage odor eliminator
Pre-spray for carpet extraction

General degreaser

Heavy soil wipe down cleaner

Heavy carpet spot remover

Cleans Mald & mildew

SUPER DUTY {24-48 Oz / gallon) PURPLE
Renovation of tile & grout surfaces
Difficult urine & garbage odor destruction
Scuff marks and stubkorn stains

Cleans heavy mold & mildew

1-Step Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated,
tharouhly clean the surface, allow te air dry. If needed use additional solution.

Decdorizing

For general deodorizing, use 2 part Alphen 117 fo 126 parts water (2 oz / gallon). Apply to hard, non-porous
surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, use 10 parts Alphen
117 to 118 {10 oz / gallon) parts water. Apply to hard, non -perous surface thoroughly to eliminate adors due
to spillage from post-colostomy, post-ileostomy dressing and bag changes, and other spilis such as urine or
fecal matter; smeke or saot deposits, industrial plant processes, mildew and mold, and surfaces in musty

closels.
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06/16/98
OFFICE OF
PREVENTION. PESTICIDES AND
TOXIC SUBSTANCES

Shaldra, Inc.

4327 Reels Mill Road
Frederick, MDD 21704.7759

PRODUCT NAME: H2 Orange Super Concentrate 117
COMPANY NAME: Shaidra, Inc.

OPP IDENTIFICATION NUMBER: 233327

EPA FILE SYMBOL: 69268-E

EPA RECEIPT DATE: 06/11/98

SUBJECT: RECEIPT OF APPLICATION FOR A NEW REGISTRATION

DEAR REGISTRANT:

The office of Pesticides Programs has received your application for a new registration and
it passed an administrative screen for completeness.

Please note that this is only a notification of receipt of your application. This is only the
first step in the application process, and does NOT constitute approval.

If you have any questions, please contact Marshall Swindell, Product Manager 33 at
(703)-308-6341.

Sincerely,

i 7

Front End PrdCessing Staff
Information Resources & Services Division
Information Services Branch

2<%

Intemst Address (URL) « hitp:/wwwv.epagov
Rocyclac/Racyciable » Printod with Vegatabls Ol Based [nks an Racycled Papar (Minknum 25% Postconsemar)
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SHALDRA, INC.

4327 REELS MILL RD
FREDERICK, MD 21704-T759
{3071) 695-1200
FAX: (301) 695.1409

Marshall Swindell

Product Manager 33

Antimicrobiat Program Division [7510W)

US Environmental Protection Agency

Crystal Mafl 2, Roorn 266A

1921 Jefferson Davis Hwy

Astington, VA 22202 Re:Application for Pesticide Registration: H,ORANGE,
SUPER CONCENTRATE 117
EPA File Symbol: 69268- £
OPP D # 233327
06-11-1998

Cear Mr. Swindel:

Enclosed please find the following information for the above referenced product;

1. Transmittal letter. .

2. Apptication for Pesticide Registration - OPP {D # 233327,

3 Administrative information inciuding the CSF, Formutators exemption, Certification with Respect to the Citation
of Data, and Matrix.

4, Three {3) copies of the following:

Volume 1 - Study Title: Product Chemistry - H,0ange, Super Concentrate 117 - An oxidizing
mullipurpose, 1-step cleanar, degreaser, sanitizer (non-food contact surfaces, virucide & deodorizer
for hard surfaces. {Alphen 98-PC-02)

5. Five {&) copies of the Proposed Master Label.

This is the second of a series of products that Alphen, Inc, has markeied as cleaners/degreasers for a number of years.
Testing submitied with their product H,Crange, Super Concentrate 112 (EPA File Symbol 69268-R} is to be used in the
evatuation of this product as weil as the use ditition for this product results in the same concentrations of active
ingredients. Itis the aim of the sponsor to have each preduct registered as non-food contact surface sanitizers, and
virucides as well.

The reference MRID #S for this submission that were assigned to the first product, EPA Fite Symbol 69268-R are:

44532001 - Product Chemistry 44532002 - AQAC Sanitizer Test Report
44532003 - HIV Virycidal Test Report 44532004 - Hydrogen peroxide OEL Criteria Dacument
44560101 - Virucidal Effectiveness Test Report

The products use hydrogen peroxide as the active ingredient and as a part of the initial submission, the Sponsor
inciuded the ECETOC Special Report No. 10 on hydrogen percxide in place of the acute toxicology and other pertinent
information to assist in the registration process for this product. The associated MRID# is as given above.

The Sponsor hopes that the problems encountered with the first submission have now been solved and that both
submissions will be considered for rapid approval of their Applications for Pesticide Registration.

tif you have questions, please contact me at the above numbers. Thank you for your assistance with this Application.

Sincerely yours, ) eeee
WW." 4 & * LERN] *
Kyle H. Sibinovic, Ph.D. : th

Agent for Alphen, Inc.

[] a
LA R R XN )
[ ]

7.0 .

LA I ]

EEEBSE
- * &
[EX RN Y ]

[ ] -



z/t/

1. Companvamduc! Numhnr
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o -
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: e ’ Uﬁlfed States Enwronmmtai Protection. Agency -
h EPA Lo - washmgtan, oC. '2'9459‘ i, rt e
Applicant’s Name and Add'r?;;;, LT s L
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(—\ &m a\bvbb‘ na C_Laub -

. EPA Fila; Symbolfﬂausstratton Numbar

6% a LR-F, ‘

| Product Name ..

L Haow,q,&sww
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_@]4} “The following active ingredients in this produgt gualify for the formulater's exemption. B
A . - - Source ’ .‘"‘
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*Product ingredient source information may be entitled to confidential treatment*
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EPA Foim 857027 {Rav. 7-91) : . w‘“‘“ EPA copy Yellow Aepi!'mt ”-ﬂ;- :
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FRONT PANEL - ALPHEN 117 MASTER LABEL 03-25-98

(logo)

H,ORANGE, CONCENTRATE 117

OXIDIZING MULT! PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON-
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD SURFACES

ACTIVE INGREDIENTS

Hydrogen peroxide 3.98%
OTHER INGREDIENTS 96.02%
TOTAL 100.00 %

KEEP OUT OF REACH OF CHILDREN
CAUTION

PRECAUTIONARY STATEMENTS

SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

EPA Reg. No. 069268
EPA Est. No. 069268-IL-001

ALPHEN, INC.
MAPLE GROVE ROAD
GEORGETOWN, IL. 61846

NET CONTENTS: 1 gaflon NET WEIGHT: vees

L4
LR R

This product is not to be used as a terminal sterilanVdisinfectant on any surface or instrurnent that (1) is introduced dirBgtly*in® the
human body, either into or in contact with Lhe bloodstream or normally sterile areas of the bady, or (2) contacts intact mucous
membranes, but which does not ordinarily penstrate the blood barrier or otherwise enter normally sterile areas of the bady. This product

may be used to preclean or deconlaminate crilical or semi-critical medical devices prigr to stedlization or high level disiflestion. °

267



LEFT PANEL - ALPHEN 112 MASTER LABEL 03-25-98

PRECAUTIONARY STATEMENTS

CAUTION
HAZARDS TO HUMAN AND DOMESTIC ANIMALS
KEEP OUT OF REACH OF CHILDREN

STATEMENT OF PRACTICAL TREATMENT

In case of CONTACT, Concentrate causes moderate eye irritation, immediately ftush eyes or skin with plenty
of water for at least 15 minutes. For eyes, call a physician if irritation persists. Remove and wash
contaminated clothing before reuse. Product, after dilution according to directions, is non-irritating.

If SWALLOWED, Drink promptly large quantity water. Cailt a physician immediately, if large amount ingested.

Caution. Concentrate may cause eye irritation. Do not get in eyes. Wear safety glasses or other eye
protection when handling. Avecid contamination of food. Wash thoroughly after handling. (After product is
diluted in accordance with directions for use, safety glasses or other eye protection are not required.}

IN CASE OF SPILL: Clean up immediately. Place leaking centainer in well ventilated area. To clean up spil,
flush area with large quantity of waler. Avoid run-off into storm sewers and ditches leading to natural
waterways.

STORAGE: Do not contaminate water, food, and or feed by storage. Avold freezing conditions. Avoid high
temperaiures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F
and 85°F. Cverhealing in storage may result in increased degradation of product, which will decrease product
effectiveness. Keep concentrate away from incompatible materials.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes fresulting from the use
of this product may be disposed of on site or at an approved waste disposal facility.

CONTAINER DISPOSAL: Completely empty cantainer. Do not reuse empty containers. Leave plastic bag
in original box discard in trash, sanitary landfill or by incineration, or if allowed by State and Local Authaorities,
by burning. If burned stay out of smoke.




BACK PANEL - ALPHEN 117 MASTER LABEL 03-25-98

DIRECTIONS FOR USE
It is violation of Federal law to use this product in a manner inconsistent with its labeling.

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus
aureus, Salmonelia choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Sfreptococcus faecalis,
and Escherichia cofi. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes
at room temperature (20+-1°C): Herpes 2 and influenza AjJapan. HIV-1 (Human Immunodeficiency Virus),
is killed at a concentration of 1 oz per gafton {1 part of product plus 127 parts of water) in § minutes at rcom
temperalure. However, to insure that all bacterial and viral agents are killed as stated, the higher
concentration of active {10 oz/galion) should be used.

To use as a sanitizer and virucide on inanimate, hard, non-potous surfaces: Add 10 ounces of this
product per gallon of deionized water. Apply solution liberally to pre-cleaned hard surfaces, with a spray bottle,
pump up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow
to air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same
solution, then, treated for sanitizer or virucidal effect.

To use as a sanitizer and virucide in bathrooms: Use above procedure on sinks, faucets, counters,
urinals, toilets and all hand contact surfaces as well as-walls, stalls and floors where urine and soils build up.

HIV-1: Kills BIV-1 (Humen immunedeficiency viurs} on precleaned environmental surfacas/objects previously
soiled with blood/body fluids at a concentration of 1 oz / gallon (1 part of Alphen 117 to 127 parts of water),
in 5 minutes at room temperature (20 - 25C) in health care settings or other setlings in which there is an
expected likelihcod of seiling of inanimate surface/objects with blood or body fluids, and in which the

- surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for
transmission of hurman immunodeficiency virus Type | {(HIV-1) (Associated with AJDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS: Perscna! Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye
coverings. Cleaning Procedure: Bloed and other body fluids must be thoroughly cleaned form surfaces and
abjects before apptication of diluted product using the Heavy or Super Duty Cleaning Solution. Contact time:
While the HIV-1 virus is inactivated in 3 minutes, at use concentration of 1 0z / gallon, with both organic load
and when diluted in hard water {up ta 400 ppm hardness}, use the recommended contact time for sanitization
and virucidal activity as given on this label. infectious Materials Disposal: Cleaning materials that may contain
blood and other body fluids should be disposed of by autoclaving or as directed by the facility safety officfer.
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RIGHT PANEL - ALPHEN 117 MASTER LABEL

CLEANING SOLUTION DILUTIONS & APPLICATIONS
(Dilute manually with satellite measuring bottle)

LIGHT DUTY (1 Oz / galion }GREEN

Streak free window, mirror and siainless steel cleaning
General floor cleaner for mopping & auto scrubbers
Bonnet cleaning solution for carpets

Light wipe down cleaner

GENERAL PURPGSE {2 Oz / galion } BLUE
General wipe down cleaner

Mopping solution for Bathroom and Kitchen floors
General carpet spot remover

03-25-98

HEAVY DUTY {10 Oz / gallon } RED
Bathroorn, shower room, tile & grout cleaner
Urine and garbage odor eliminator
Pre-spray for carpet extraction

General degreaser

Heavy soil wipe down cleaner

Heavy carpet spot remover

Cleans Mclgd & mildew

SUPER DUTY (24-48 Oz / gallon) PURPLE
Renovation of lile & grout surfaces
Difficuit urine & garbage odor destruction
Scuff marks and stubborn stains

Cleans heavy mold & mildew

1-Step Cleaning and Sanitizing: Using the apprepriate cleaning sclution for he type of surface to be treated,
thorouhty clean the surface, allow to air dry. If needed use additional sotution,

Deodorizing

For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz / galion). Apply to hard, non-porous
surfaces to eliminate generally offensive odors. For effeclive, high level, decdorizing, use 10 parts Alphen
117 to 118 (10 oz / gallon) parts water. Apply o hard, non -porous surface thoroughly to eliminate odors due
to spillage from post-colostomy, post-leostomy dressing and bag changes, and other spills such as urine or
fecal matter; smoke or soot deposits, industrial plant processes, mildew and mold, and surfaces in musty

cltosets.
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*Confidential Statement of Formula may be entitled to confidential treatment*



*Pages 275-284 Confidential Statement of Formula may be entitled to confidential treatment*





